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In Congress 


Premerger Notification Bill.—The 
Eighty-fourth Congress adjourned with- 
out the Senate taking any action on the 
premerger notification bill (H. R. 9424) 
after it was reported with amendments 


by the Senate Judiciary Committee. 
The bill had been passed by the House. 
The committee added H. R. 1840, to 
restrict the good-faith-meeting-of-com- 
petition defense under the Robinson- 
Patman Price Discrimination Act. Under 
that bill—also passed by the House— 
the defense would not be available 


where the effect of the discrimination 
might be substantially to lessen com- 
petition or to tend to create a monopoly. 
Among other amendments made by the 
Senate committee to the premerger 
notification bill was the addition of a 
provision enabling corporations plann:ng 
to merge to institute suits in United 
States courts for an advance determi- 
nation of the legality of the merger. 


Under the House-passed version of 
the premerger notification bill, a cor- 
poration which plans to acquire the 
stock or assets of another corporation 
would be required to notify the Fed- 
eral Trade Commission and the United 
States Attorney General of its intention 
to acquire such stock or assets 90 days 
in advance of the consummation of the 
acquisition, when the combined assets 
of the corporations involved are in 
excess of $10 million. 


Unless a special session of Congress 
should be called and favorable action 
be taken, the bill is dead. 


In the Food and Drug 


Administration 


Revision of New-Drug Regulations. 
—In a revision of regulations pertain- 
ing to new drugs, the title of Part 130 
is changed to read “New Drugs,” and 
the part is subdivided into “Subpart A 
—Procedural and Interpretative Regu- 
lations” and “Subpart B—Drugs Ex- 
empted from Prescription-Dispensing 
Requirements.” Included in this re- 
vised part, in addition to the provisions 
formerly contained in Part 130, are the 
provisions formerly designated para- 
graphs (b) through (e) of Section 
1.108; provisions similar to those for- 
merly designated Sections 1.109 through 
1.114; and provisions formerly desig- 
nated Section 3.37. 


(Continued on page 436) 


388 





Vol. 11, No. 8 August, 1956 


Food Drug-Cosmetic Law 
Gowuel 








Enforcement 
of Canada’s New Food and Drugs Act 


By ANDREW HOLLETT 


In the Spring of 1955, Sanitation Inspections Began to Be Carried Out 
on a Large Scale by Food and Drug Inspectors. From the Inception of 
the Program Until January 31, 1956, Such Inspections Numbered 2,462 


ANADA’S new Food and Drugs Act, the first since 1920, was 

promulgated on July 1, 1954. The text of the act has been dis- 
cussed in the Foop Druc Cosmetic Law JourNAL, and the important 
additions and features of the new act have been dealt with in various 
issues of this JOURNAL since its passage. It is therefore not necessary 
to repeat them here in detail. 

The most important feature of the act, both from the points of 
view of enforcement and protection of the public from health hazards, 
is the inclusion of provisions which prohibit the sale of foods, drugs 
and cosmetics manufactured, prepared, preserved, packed or stored 
under unsanitary conditions. The former act lacked these important 
provisions, and the regulatory officer had to have recourse to that 
section of the old act which read: 

Food shall be adulterated within the meaning of the Act if it consists in 
whole or in part of any filthy, putrid, disgusting, rotten, decomposed or diseased 


animal or vegetable substance, whether manufactured or not, or if it is other- 
wise unfit for food. 
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It was therefore necessary to establish by physical examination 
or chemical analysis that the section of the act quoted above was 
violated before action could be taken, though it might have been 
known that the product was manufactured under the most unsanitary 
conditions. 


A very interesting feature of the new act and one which the 


administration might, at first glance, consider among the least im- 
portant was the omission of the word “misbranded” and the restric- 
tion of the use of the word “adulteration.” The act now merely states 
that an article of food or drug shall not be sold if adulterated. The 
specific conditions under which a food is adulterated are outlined in 
the food and drug regulations. Among them is the addition or pres- 
ence of coumarin; mineral oil (except to the extent of 0.3 per cent 
if good manufacturing practice requires it); synthetic sweeteners 
other than those specified in the regulations; preservative, other than 
Class I preservatives, to certain foods; and the addition of various 
other things under conditions named. Thus, adulteration under the 
present regulations results only from the addition of certain prohibited 
substances. This realistic modernization and streamlining of the act 
has contributed immensely to the understanding of it by the public 
at large, and has obviated the writing of many letters explaining the 
meaning of the words “adulterated” and “misbranded.” The public 
has always had difficulty understanding why a food was misbranded 
because the address of the manufacturer was omitted from the label 
or wny a standardized food was adulterated by reason of a constituent 
being present in greater or less concentration than that prescribed 
by regulation. 
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Scope of Inspections 


It was obvious to the Food and Drug Directorate even before the 
proclamation of the new act that, with fewer than 70 food and drug 
inspectors throughout Canada, it would not be possible to maintain a 
check on the sanitary conditions of all the establishments in which 
foods, drugs and cosmetics were manufactured and stored. A system 
of priorities was therefore drawn up by administrative headquarters 
at Ottawa in cooperation with the administrative officers of the five 
regions into which the country is divided for administration purposes. 
It might be added parenthetically at this point that the five regions 
into which Canada is divided are the Eastern Region, made up of the 
four Atlantic provinces—Nova Scotia, New Brunswick, Prince Edward 
Island and Newfoundland; the East Central Region comprising the 
Province of Quebec and a small section of Ontario; the Central Region 
composed of nearly all of the Province of Ontario; the West Central 
Region made up of the Provinces of Saskatchewan, Manitoba and 
Northwestern Ontario; and the Western Region containing the Prov- 
inces of Alberta and British Columbia and the Yukon Territory. 

Heading the list in each region were those food establishments 
in which unsanitary conditions would constitute the greatest hazard 
to health, and in which it was known from experience and knowledge 


that unsatisfactory sanitary conditions were most likely to be encoun- 


tered. 

Plants that came under the supervision of a municipal, provincial 
or federal body other than the Food and Drug Directorate, and over 
which satisfactory inspection and control were exercised, were quickly 
dropped from the priority list. Food and drug inspectors were in- 
structed to assist, and cooperate with, other enforcement agencies and 
to avoid giving the impression that they were usurping the authority 
of other enforcement bodies. Duplication of sanitation inspection by 
two distinct regulatory bodies was to be avoided, since this constituted 
wasted effort, would tend to engender antagonism between the two 
bodies and would be resented by the plant owner or operator. On 
the other hand, where it was established that plants under the super- 
vision of municipal or provincial inspectors were in an unsanitary 
condition, due to laxity of control, and foods or drugs originating 
therefrom constituted a hazard to health, inspection by food and drug 
inspectors was to be inaugurated and maintained. 
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Initial Inspections Observational and Basis for 
Training of Inspectors 

Initial inspections were fact-finding. This was a new field in 
which nearly all food and drug inspectors necessarily had to gain 
experience—to acquire knowledge by study, experience and instruction 
from the more highly trained inspectors who had received formal 
instruction in sanitation inspection and related subjects. Factory in- 
spection forms were devised, factors for rating were established, and 
numerical general appraisal ratings were assigned based on the over- 
all assessment of the various factors considered. Ratings were to 
range from one to nine, the lowest numerical rating being given to 
those plants in the most satisfactory condition. 


Inspectors were supplied with agar slopes so that, by the use 
of differential media and by the taking of swabs of surfaces with which 
food came in contact, a colony count of various types of bacteria could 
be obtained, thus indicating the probable types of bacterial contamina- 
tion to which the food had been subjected. Cameras were also pro- 
vided by means of which an inspector could obtain a record of un- 
sanitary conditions of a visible nature. 


Inspectors’ Findings re Sanitary Conditions 
It was the spring of 1955 before sanitation inspections on a large 
scale were carried out by food and drug inspectors. Food manufactur- 
ing, processing and storage plants have received close attention, but 
drug manufacturing plants have also been inspected and a careful 
check made of their manufacturing processes and degree of control. 


Since the inception of the sanitation program to the end of Janu- 
ary, 1956, 2,462 sanitation inspections have been carried out on 21 
types of food establishments across Canada and, of these, 2,222 were 
made in the ten-month period April 1, 1955, to January 31, 1956. A 
breakdown of this number into arbitrary classifications of “‘satisfac- 
tory,” “fair” and “unsatisfactory,” according to the over-all general 
appraisal assigned by the individual making the inspection, reveals 
that nearly 42 per cent were satisfactory, 40 per cent were fair and 
about 19 per cent poor or unsatisfactory. There was no great differ- 
ence from one region to another in the percentage rated satisfactory, 
fair or unsatisfactory ; indeed, the difference is less marked than one 
would expect in view of the geographical location and concentration 
of food establishments in some locations and regions. For example, 
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a disproportionately large number of cheese factories are located in 
the Provinces of Quebec and Ontario (East Central and Central 
Regions). In this area also are concentrated most of our food and 
drug plants, since over 60 per cent of Canada’s population is found 
in these two provinces, 

A breakdown of inspections according to types of factories shows 
that, as was to be expected, there was a considerable variation in 
general appraisal from one type to another. Over 70 per cent of 
storage warehouses, for example, were satisfactory and only about 
5 per cent unsatisfactory; for cheese factories about 49 per cent were 
found to be satisfactory, 41 per cent fair and 10 per cent unsatisfactory. 
Although only 24 per cent of abattoirs inspected by food and drug 
inspectors were satisfactory and 30 per cent unsatisfactory, one should 
not be misled by these figures. All abattoirs producing meat which 
enters into interprovincial trade or which is exported to another 
country are under continual veterinary inspection. Such abattoirs, 
which were in very good condition and in which by far the greatest 
amount of meat is produced, were not included in the figures quoted 
above. Only abattoirs which were not under the control of other 
agencies were inspected. 

The finding that many establishments inspected up to the end 
of January of this year were in fair or unsatisfactory condition was 
not entirely unexpected by the Food and Drug Directorate. Many had 
never been subjected to inspection by a federal, provincial or municipal 
body prior to our entry into the work or had received only the most 
cursory inspection, At the other extreme were factories, excellently 
designed for the purpose for which they were used, where employees 
were well trained in food-sanitation practices and where every attempt 
was being made to maintain a clean, well-kept plant of which em- 
ployees could be proud. 

It should be remembered that the high percentage of plants in 
a less than satisfactory condition, sanitarily, does not necessarily repre- 
sent a cross-section of food establishments across Canada—indeed, the 
figure will undoubtedly be much lower. As mentioned earlier, the 
categories or classes selected for priority in inspection were those that 
most probably constituted a health hazard and those in which unsani- 
tary conditions were most likely to be encountered. It is evident, 
therefore, that—as inspections extend to include classes less urgently 
in need of inspection—the general ratings will improve. 
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Enforcement via Education 


It was not intended to initiate legal action against factories found 
to be unsatisfactory on an inspector’s first inspection. Since unsanitary 
conditions in many instances had existed over a long period, it was 
scarcely to be expected that they would be corrected in a very short 
time. 

It soon became evident that a great deal of educational work had 
to be done and that, while operations were often being carried out 
in buildings totally unsuited for the purpose and under the most 
deplorable conditions, ignorance of what constituted good sanitary 
practices and of the type of structure and layout necessary for pro- 
duction lay at the root of the trouble. Inspections were therefore 
carried out by our inspectors, accompanied by the manager, foreman, 
owner or other person in authority. Unsatisfactory conditions were 
pointed out, and suggestions for improvement were made if interest 
was shown by the management. Evidence of rodent infestation and 
the presence of flies and other insects where food was prepared were 
readily understood by managers and owners to be conditions that 
should be corrected. The probability of water contamination by the 
location of a well too close to a septic tank or privy; objectionable 
personal habits of workers, such as failure to wash their hands after 
a visit to the toilet or expectoration, coughing and sneezing over food ; 
and ineffective cleaning and sterilization of equipment and tables with 
which perishable food came in contact were undesirable conditions too 
frequently encountered and the necessity for the correction of which 
the owner or manager did not fully appreciate. 


Education of management and workers therefore became a neces- 
sity, and inspectors reported from time to time that during an inspec- 
tion opportunity was taken at the suggestion of the management to 
give a brief talk to the workers on hygienic practices or what con- 
stituted good sanitation control. The degree of effectiveness of our 
sanitation program, however, will only be determined by repeat visits 
to establishments, in order to determine what improvements have 
been made subsequent to the previous visit. 


It may be reasoned that continued and steady improvement in 
sanitary conditions in a plant, however unsatisfactory they might have 
been at the first inspection, is the fundamental criterion of the success 
of our efforts. Complete data are not yet available on the number 
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of establishments that have been reinspected by the Food and Drug 
Directorate across Canada or the number that have shown improve- 
ments as indicated by the general appraisal. Reinspections to date 
comprise only a small percentage of total inspections, but with the 
acceleration of the sanitation program this year there will be a very 
sharp increase in repeat visits to many plants. One region reports a 
good deal of improvement in factories, and some manufacturers have 
started to build new plants. Data from another region show improved 
sanitary conditions in about 50 per cent of the plants reinspected. In 
a third region it has been noted that with but few exceptions reports 
of second visits to plants show that recommendations made by inspec- 
tors are being carried out. There are but few people in the food 
industry that do not appreciate the need for good sanitation in the 
handling of food. The suggestions offered by inspectors are always 
graciously accepted, and generally carried out. A fourth region—and 
one of the largest—reports that a large number of plants, both food 
and drug businesses, were inspected during the period April 1, 1955, 
to March 31, 1956, many for the second, third and fourth times. Con- 
siderable over-all improvement was noted on inspections subsequent 
to the first one, although this was not invariably the case. In the 
Eastern Region, where fewer inspections and reinspections were car- 
ried out than in the more heavily populated areas, over 77 per cent 
of those establishments that were reinspected showed noticeable 
improvement. These results are very encouraging, and demonstrate 
the general effectiveness of the educational approach. It seems very 
probable that when numerical data are available from the other regions, 
favorable findings comparable to those above will be recorded. 


Undoubtedly, cases will be, and have been, encountered where the 
management has refused to cooperate and has shown no disposition 
to correct unsanitary conditions. In some instances, initial opposition 
to our educational efforts has given way to reluctant compliance 
followed by full cooperation. In a considerable percentage of cases 
the management has expressed appreciation and thanks for having 


unsatisfactory conditions brought to its attention and for helpful and 
constructive suggestions given by inspectors. Some operators have 


expressed their willingness to comply with the Food and Drugs Act 
with respect to sanitation provided other known violators were com- 
pelled to comply. In addition to the educational program, therefore, 
it will have to be demonstrated that violators who deliberately flout 
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the law by continuing to manufacture, prepare, preserve, package or 
store for sale any food, drug or cosmetic under unsanitary conditions 
will be subject to vigorous punitive measures. This combination of 
education and legal enforcement has been demonstrated to work well 
in other fields of food and drug activity in Canada, and there is every 
reason to believe it will prove effective for sanitation enforcement. 


Importations 


The Food and Drug Directorate has no direct means of checking 
the sanitary conditions of manufacture and storage of foods, drugs 
and cosmetics imported into Canada. Action, therefore, must be based 
on the examination of samples withdrawn from shipments at the time 
of entry, and the finding of filth, dirt or infestation would warrant 
refusal of entry of the product from which the samples were taken. 
Unfortunately, unsanitary conditions of manufacture and/or storage 
are not necessarily reflected in the laboratory findings on the samples. 
For example, extensive sampling of blackstrap molasses, manufactured 
for other than human consumption, and therefore produced and stored 
under conditions which may be described as unsanitary, may fail to 


reveal on laboratory examination and analysis any evidence of this. 


In order to establish uniformity of action in the five regional 
laboratories, there have been developed at the headquarters laboratory 
at Ottawa detailed methods of sampling, examination and analysis for 
the guidance of inspectors and regional laboratories, and permitted 
values for defectives have been set up for such products as dates, 
figs, nuts, cherries and olives, above which shipments sought to be 
entered into Canada are refused. By means of statistical analysis of 
sampling methods and laboratory findings on various products and 
of varying sizes of shipments, together with frequent collaborative 
work among the headquarters and regional laboratories, uniformity of 
decision is well assured. 

Proclamation of the new Food and Drugs Act has not effected 
any change in our dealing with importations of the products named 
above, for many of which sampling, methods of examination, and 
permitted values for defectives were inaugurated prior to the coming 
into force of the present Food and Drugs Act. Since implementation 
of the new act, examination of imported confectionery for filth has 
been carried out from time to time, but always with favorable findings. 
Microscopic examination of samples from importation of raisins, dried 
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peaches and apricots, and of spices, particularly cinnamon sticks, cassia 
and mace, have all too frequently revealed the presence of insect 
infestation, insect parts, eggs, excrement and dirt resulting in the 
products’ being refused entry into Canada. This clearly demonstrates 
lack of proper sanitary control during production or storage, and 
indicates the need for close and frequent examination of such imported 
products if the Food and Drug Directorate is to afford the consumer 
comparable protection against infested foods of foreign origin as 
against those originating in Canada. This desirable end will be 
achieved only by a substantial increase in the number of food and 
drug inspectors. [The End] 


FOOD, DRUGS—COMBINING OR CONSPIRING, MISREPRE- 
SENTATION, BROKERAGE COMMISSIONS, 
PRICE DISCRIMINATION 


Tomato products . . . Eleven canners of tomato products are pro- 
hibited from joining in an illegal boycott of a co-op representing tomato 
producers in the Ohio area. The Federal Trade Commission affirmed 
the hearing examiner's ruling that the companies had boycotted the 
co-op, but reversed his decision that the discontinuance of the boycott 
rendered a cease-and-desist order unnecessary. (Issued June 29, 1956; 
released July 13, 1956.) 


Oleomargarine . . . A manufacturer of oleomargarine would be 
required to stop using a brand name for its product which suggests that 
margarine is a dairy product. The use of such descriptive phrases as 
“sweet fresh cream” and “cream-enriched” in advertising, except when 
used as a part of a full statement of all ingredients contained in the 
margarine, also would be prohibited. (Released August 17, 1956.) 


Fish . . . A complaint charging a fish-processing company with 
the payment of illegal brokerage to one of its largest direct purchasers 
of fresh fish is dismissed. The Commission ruled that the evidence did 
not support charges that the price cuts which this company gives a 
direct buyer are equivalent to the commission paid brokers for handling 
sales to other customers. (Issued July 30, 1956; released August 8, 
1956.) " 


Frozen-food products . . . A wholesale distributor of frozen fruits 
and vegetables is charged with receiving, through its wholly owned 
brokerage firm, brokerage on purchases of foods from a company sell- 
ing frozen-food products. (Issued July 31, 1956; released August 10, 1956.) 


Dieting aid . . . A complaint charging a company with giving 
special promotional allowances in the sale of its dieting aid is dismissed. 
The company served with the complaint was a “new” company, and had 
never sold such a product. (Issued August 8, 1956; released August 8, 
1956.)—CCH Trane Recutation Reports § 26,107; 26,151; 26,144; 26,147; 
26,143. 
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the law by continuing to manufacture, prepare, preserve, package or 
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sampling methods and laboratory findings on various products and 
of varying sizes of shipments, together with frequent collaborative 
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decision is well assured. 
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any change in our dealing with importations of the products named 
above, for many of which sampling, methods of examination, and 
permitted values for defectives were inaugurated prior to the coming 
into force of the present Food and Drugs Act. Since implementation 
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peaches and apricots, and of spices, particularly cinnamon sticks, cassia 
and mace, have all too frequently revealed the presence of insect 
infestation, insect parts, eggs, excrement and dirt resulting in the 
products’ being refused entry into Canada. This clearly demonstrates 
lack of proper sanitary control during production or storage, and 
indicates the need for close and frequent examination of such imported 
products if the Food and Drug Directorate is to afford the consumer 
comparable protection against infested foods of foreign origin as 
against those originating in Canada. This desirable end will be 
achieved only by a substantial increase in the number of food and 
drug inspectors, [The End] 


FOOD, DRUGS—COMBINING OR CONSPIRING, MISREPRE- 
SENTATION, BROKERAGE COMMISSIONS, 
PRICE DISCRIMINATION 


Tomato products . . . Eleven canners of tomato products are pro- 
hibited from joining in an illegal boycott of a co-op representing tomato 
producers in the Ohio area. The Federal Trade Commission affirmed 
the hearing examiner’s ruling that the companies had boycotted the 
co-op, but reversed his decision that the discontinuance of the boycott 
rendered a cease-and-desist order unnecessary. (Issued June 29, 1956; 
released July 13, 1956.) 


Oleomargarine . . . A manufacturer of oleomargarine would be 
required to stop using a brand name for its product which suggests that 
margarine is a dairy product. The use of such descriptive phrases as 
“sweet fresh cream” and “cream-enriched” in advertising, except when 
used as a part of a full statement of all ingredients contained in the 
margarine, also would be prohibited. (Released August 17, 1956.) 


Fish . . . A complaint charging a fish-processing company with 
the payment of illegal brokerage to one of its largest direct purchasers 
of fresh fish is dismissed. The Commission ruled that the evidence did 
not support charges that the price cuts which this company gives a 
direct buyer are equivalent to the commission paid brokers for handling 
sales to other customers. (Issued July 30, 1956; released August 8, 
1956.) . 


Frozen-food products ... A wholesale distributor of frozen fruits 
and vegetables is charged with receiving, through its wholly owned 
brokerage firm, brokerage on purchases of foods from a company sell- 
ing frozen-food products. (Issued July 31, 1956; released August 10, 1956.) 


Dieting aid . . . A complaint charging a company with giving 
special promotional allowances in the sale of its dieting aid is dismissed. 
The company served with the complaint was a “new” company, and had 
never sold such a product. (Issued August 8, 1956; released August 8, 
1956.)—CCH Trave Recutation Reports § 26,107; 26,151; 26,144; 26,147; 
26,143. 
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VICARIOUS CRIMINAL LIABILIT 
AND COSMETIC 








HOSE ENGAGED in entrepreneurial activities covered by the 

Federal Food, Drug, and Cosmetic Act * seek the rules of conduct, 
as well as the reason for such directives, through which self-enforce- 
ment of the Act may be effected. Because the profound economic and 
social importance of the Act demands a continuing appraisal of its 
objectives and the techniques used in its enforcement, this paper 
examines the concept of criminal responsibility for the acts of another 
which is possible under. the law without an allegation or proof of 
criminal intent. 

In seeking the roots of the concept of vicarious criminal liability, 
our attention is drawn to some of the juridical concepts of the private law. 


Vicarious Civil Liability 

The authoritative standards of conduct which are determinative 
of the civil relations of the parties within a business unit, and indi- 
viduals with whom the unit transacts business, are found in the field 
of commercial law and, with the depersonalization of business activity, 
especially in the concepts of the law of agency. The common law, 
court decisions, treatises, and restatements of the law have all am- 
plified the meaning and interpretation given to the governing principles 
in this field of civil law. 

The concept that A is responsible for the wrongful conduct of B 
that injures C, because of some relationship—usually of a contractual 
nature—that exists between A and B, despite any lack of wrongful 
intent or negligence on the part of A, has become fundamental dogma. 
Today’s businessman, although probably not a Latin scholar, is dra- 





152 Stat. 1040, as amended, 21 USC Secs. ‘‘law’’ or by the title ‘“‘the Federal Food, 
301 and following (1946). This statute is Drug, and Cosmetic Act.”’ 
hereafter referred to as the “‘Act’’ or the 
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This 1955-1956 Fellow in the New York University Program of The 
Food Law Institute Discusses the Exceptional Position of Responsibility 
Assumed by a Person Who Pursues a Business Embracing the Manufacture 
or the Distribution of Food, Drugs, Cosmetics or Therapeutic Devices 


2 and 


matically aware that the maxims gui facit per alium facit per se 
respondeat superior * engender liability. 

Despite ambiguity * as to the historical foundation of the responsi- 
bility of a superior ® for the acts of his subordinate,® the doctrine of 
respondeat superior has become rooted in our civil law, and continues 


to increase in both scope and vigor. The facts that an entrepreneur, 
as a master, possesses directory power over his employees and that the 


employer is usually the beneficiary of the employee's acts have been 
offered as the rationale for ascribing responsibility to the entrepreneur. 
It is reasoned that by employing another, “. . . I set the whole thing 
in motion, and what he does, being done for my benefit, and under 
my direction, I am responsible for the consequences of doing it.” ' 
The conviction that liability induces circumspection resulting 
in social benefit has also been advanced.* A public policy which attempts 
to recompense a loss by taking damages from the deepest pucket ® or 





* He who acts through another acts him- *The terms ‘superior,’ ‘‘employer,"’ 
self. “principal"’ and ‘‘master’’ are used as 
* Let the master answer. legal equivalents, for purposes of this 
*Holmes found a vestige in the practice article. 
of slavery and the patria potestas. See * The terms ‘‘subordinate,"’ ‘‘employee,”’ 
Holmes, ‘‘Agency,"’ 4 Harvard Law Re- “agent’’ and ‘“‘servant’’ are used as legal 
view 346, 350 (1891). Another account is equivalents, for purposes of this article. 
seen in Wigmore, ‘Responsibility for * Duncan v. Finlater, (1839) Cl. & F. 894, 
Tortious Acts: Its History,"’ 7 Harvard 910. 
Law Review 315, 330, 383 (1894). See also * Pothier, Obligations (translated by 
Laski, ““The Basis of Vicarious Liability,” Evans), p. 72. 
26 Yale Law Journal 105 (1916); Sayre, * Baty, in Vicarious Liability (1916), 
“Criminal Responsibility for Acts of An-_ p. 29, regards this as odious and socialistic. 
other,’ 43 Harvard Law Review 689 (1930). 
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that elects, as between two equally innocent persons, to impute 
responsibility to the initiator of an enterprise is yet another rationale. 


Despite the number of explanations or justifications ** which may 
be ventured " in support of the doctrine of vicarious civil liability, a 
pragmatic evaluation of the complex business organizations through 
which modern society effects its commercial endeavors and a consid- 
eration of the public policy to recompense an injury appears to condone 
the doctrine in civil law as a product of necessity." 

The doctrine of vicarious civil liability appears to be a conscious 
compromise between continuing mercantile development and a rule 
of law which seeks to recompense an injury. Just as he receives the 
dividends that have been earned, the entrepreneur accepts the tax of 
vicarious liability. 

Since a superior, under modern theories of allocation of risks, may 
be held civilly liable for the tortious act of an employee which may 
also be a crime,"* particularly where the tortious act can be said to be 
so reasonably associated with the employment * as to be embraced 
within its scope, we are led to consider aspects of establishing criminal 
responsibility. 

Criminal Culpability 

Generally, a sense of reason and empathy traditional in the 
Anglo-American philosophy of criminal law refuses to predicate crim- 
inal liability on other than fault, and rejects prosecuting an employer 
for a crime he neither intended nor could have intended to commit. 
Usually, unless causation can be traced to an employer, conventional 
doctrines of criminal law will not hold a superior for the unlawful 
act of a subordinate: 


Causation may be proved either (1) by authorization, procurement, incita- 
tion or moral encouragement, or (2) by knowledg: plus acquiescence. Apart 
from exceptional groups of cases . . . the law may be summarized as follows: 

(1) If the defendant can be shown himself to have counseled, procured, 
commanded, incited, authorized, or encouraged the commission of the particular 





” See Mechem, Outlines of the Law of 
Agency (4th Ed.), Sec. 352. 

" Hackett, ‘“‘Why Is a Master Liable 
for the Tort of His Servant?’’ 7 Harvard 
Law Review 107 (1893), indicated in this 
early article that most courts merely offer 
the phrase qui facit per aGlium facit per se 
as a convenient formula for the imposition 
of liability upon an innocent employer. 

®™ See Douglas, ‘Vicarious Liability and 
the Administration of Risk,"’ 38 Yale Law 
Journal 584 (1929): Laski, work cited at 
footnote 4; Seavey, ‘Speculations as to 


Respondeat Superior,’ Harvard Legal Es- 
says (1934), p. 433. 

™ See Tarman v. Southard, 205 F. (2d) 
705 (CA D. C., 1953): Joyce v. Southern 
Bus Lines, 172 F. (2d) 432 (CA-5, 1949); 
Goodyear Tire & Rubber Company v. Pad- 
dock, 219 Ind. 672, 40 N. E. (2d) 697 (1942). 

“See Rice v. Marler, 107 Colo. 57, 108 
Pac. (2d) 868 (1940) (a taxicab driver's 
assault in fare-collecting);: Johnson v. Mon- 
son, 183 Cal. 149, 190 Pac. 635 (1920) (a 
barkeeper’s assault upon a drunken and 
noisy customer). 





VICARIOUS CRIMINAL LIABILITY PAGE 401 


act which forms the subject of the prosecution, all courts agree in holding him 
criminally liable, even though the agent committed the act through a different 
instrumentality, or at a different time, or in a different place from that ordered 
or authorized. 

(2) Where the defendant has neither authorized nor consented to the par- 
ticular criminal act, even though he has authorized the general business in the 
course of which the act was committed, the defendant may be civilly, but is not, 
except as under (3), criminally liable. 

(3) On the other hand, even if the particular criminal act has not been 
authorized or consented to, if it grows out of and is the proximate consequence of 
one that has been authorized or procured, the defendant is criminally liable, 
whether or not the agent is acting in the course of the defendant's business.” 


Historically ** a crime consists of a criminal act plus an indis- 
pensable second element described as intent, knowledge or mens rea. 

The traditional criminal law concept was epitomized by Rex v. 
Huggins,’ which involved the indictment of a warden for the murder 
of a prisoner in his charge. The deputy warden, a servant of Huggins, 
acting without the command or knowledge of the warden, transferred 
the prisoner to an unwholesome cell, without fire or necessary utensils, 
in which he became ill and died. 

In holding that the deputy, but not the warden, would be guilty 
of murder, the rule presented by Raymond, C, J., was as follows: 


It is a point not to be disputed but that in criminal cases the principal 
is not answerable for the act of his deputy, as he is in civil cases; they must 
each answer for their own acts, and stand or fall by their own behaviour. 


Only in cases of criminal libel and public nuisances is the concept 
of vicarious criminal liability of a superior for offenses committed by a 
subordinate of any vintage. At common law, the proprietor of a news- 
paper was criminally responsible for libels published by an employee, 
in the course of the latter’s employment, by virtue of a rebuttable 
presumption of law that the employer had authorized the publication."* 

Although subsequently the rebuttable presumption of authoriza- 
tion was converted to an irrebuttable presumption of law, the uncon- 
scionable effects resulting from the application of civil-liability concepts 
to criminal actions were ameliorated by a libel act,’” which made the 
defense of publication without authority and lack of care or caution 
available to a newspaper proprietor. 

In Regina v. Stephens,?® an octogenarian was indicted for the ob- 
struction of a river caused by his employees’ throwing rubbish from 





% Sayre, work cited at footnote 4, at (1730) 2 Ld. Raym. 1574. 
pp. 702-704. % Rex v. Almon, (1770) 5 Burr. 2686. 
* Blackstone (4 Bl. Comm. *21) ele ”6 & 7 Vict. c. 96 (1843), s. 7. 
mentized a crime as consisting of ‘‘first ™* (1866) L. R. 1 Q. B. 702. 
a vicious will, and secondly an unlawful 
act consequent upon such vicious will."’ 
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his quarry into the river, although the act was done “without his 
knowledge and against his general orders” and despite the fact that 
the business was managed by his sons. Although the form.of the 
proceedings was criminal in nature, they were treated, in substance, as 
if they were of a civil nature. 


The court felt that there was no difficulty in understanding why 
the proceedings for the nuisance were criminal, since the particular 
act affected the public at large rather than just a few private individuals 
who could not maintain an action without incurring some special 
injury. The court said: 

. if this were strictly a criminal proceeding, the prosecution would be met 
with the objection that there was no mens rea: that the indictment charged the 
defendant with a criminal offence where in reality there was no proof that the 
defendant knew of the act, or that he himself gave orders to his servants to 
do the particular act he is charged with . .. . Inasmuch as the object of this 
indictment is not to punish the defendant, but really to prevent the nuisance 
from being continued, I think that the evidence which would support a civil 
action would be sufficient to support an indictment. 

The court thereby excepted nuisances adversely affecting public 
rights caused by the employees of an entrepreneur in furtherance of 
his work from the traditional criminal law requisite of mens rea by 
rationalizing that since the proceedings were essentially civil in nature, 
although criminal in form, tort principles should be considered in 
establishing guilt.** 


Such a de-emphasizing of mental culpability which has personalized 
criminal responsibility is the basis for the development of regulatory 
acts that prohibit specified types of conduct, irrespective of intent, 
thereby creating crimes not inherently evil but forbidden by a promul- 
gation of some governing body. 


Public-Welfare Offenses 


Sayre * has elected to call crimes that subordinate the personal 
character of criminal responsibility to the general social and economic 
structure “public welfare offenses.” 

One of the earliest American criminal convictions without proof 
of mens rea was Barnes v. State,*® in which the defendant was held liable 
for violating a statutory regulation proscribing the sale of liquor to a 
common drunkard. 





™ See Mellar, J., in Regina v. Stephens, =Sayre, ‘‘Public Welfare Offenses,’’ 33 
at p. 710. Columbia Law Review 55 (1933). 
% 19 Conn. 398 (1849). 
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Where a public-welfare statute forbids an act, the presence of 
conditions proscribed by the statute, despite ignorance of such facts, 
will constitute a violation. The contravention of such a regulatory 
statute, irrespective of the motive or knowledge of a party, constitutes 
a criminal act. The law binds a party to know the facts and to obey 
the law at his peril ; guilt may be incurred notwithstanding the accused’s 
lack of knowledge that the offense was being committed or even that 
he may have done his best to prevent it.** 


Where, through the complexity of our society, the risk that a 
proscribed event may occur is great, criminal liability is frequently 
established without reference to criminal intent. 


It is the legislative intent expressed by a particular statute that 
determines whether an allegation and proof of mens rea is a requisite 
to conviction thereunder,”® and the constitutional requirement of due 
process is not violated by the absence of the element of mens rea under 
such circumstances.” 

Where the offenses prohibited and made punishable are capable of inflicting 
widespread injury, and where the requirement of proof of the offender's guilty 
knowledge and wrongful intent would render enforcement of the prohibition 
difficult if not impossible (i. e., in effect tend to nullify the statute), the legisla- 
tive intent to dispense with mens rea as an element of the offense has justifiable basis.” 

Remedial legislation directed at the control of food and drugs has 
provided an important exception to the refusal of Anglo-American 
criminal law to hold a superior liable for the crime of his subordinate 
without proof of authorization, procurement, moral encouragement 
or knowledge and acquiescence on the former’s part. Although such a 
public-welfare offense may not have an expressed provision creating 
vicarious criminal liability, a superior may be held for the criminal 
acts of one whose services he employs because of the strong policy 
of protection against the specific evil involved where deterrance of the 
evil is valued above the requirement of mens rea.** Relative degrees of 
moral turpitude are not considered in establishing guilt in such an 
offense, but may be evaluated in determining the severity of the 
punishment inflicted.*° 





*%See Perkins, ‘Ignorance and Mistake 
in Criminal Law,"’ 88 University of Penn- 
sylvania Law Review 35 (1939). 

*U. 8. v. Balint, 258 U. S. 250 (1921). 

% Shelvin-Carpenter Company v. Minne- 
sota, 218 U. S. 57 (1910) (state statute pro- 
hibiting the cutting of lumber on another's 
land and imposing criminal penalty even 
without knowledge of the trespass not 
unconstitutional under the Fourteenth 


Amendment); U. 8. v. Balint, cited at foot- 
note 25. 

=U. 8. v. Greenbaum, 138 F. 
438 (CCA-3, 1943). 

* See U. 8. v. Parfait Powder Puff Com- 
pany, 163 F. (2d) 1008 (CCA-7, 1947). 

* Kleinfeld, ‘‘Responsibility for the Dis- 
tribution of Foods, Drugs, or Cosmetics,"’ 

(Footnote continued on next page) 


(2d) 437, 
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In what was perhaps the earliest English cause holding an em- 
ployer criminally responsible for the act of an employee, the court 
said: “He who deals with a perilous article must be wary how he deals, 
otherwise, if he observe not proper caution, he will be responsible.” ” 


The case involved a baker who was convicted of supplying bread 
containing alum, although the testimony of the foreman who had done 
the mixing was to the effect that the employer knew nothing of what 
had happened. Amazingly similar language to that used in the English 
cause was used more recently in U. S. v. Parfait Powder Puff Company," 
which involved a violation of the Federal Food, Drug, and Cosmetic 
Act. : 

Although the growth of convictions for criminal offenses without 
proof of mens rea developed independently in English and American 
decisions,** apparently a similar judicial concern over the acts pro- 
scribed by public remedial legislation and the expediency required to 
mitigate the social hazard involved prompted a basis for vicarious 
criminal liability to be founded in some fiction of identity.** 


The enchantment conjured up by the phrase qui facit per alium 


facit per se or respondeat superior thereby appears to be indirectly exert- 
ing influence in this sphere of criminal law. 


Having found principles upon which to predicate vicarious liability, 
one writer ** suggests: 


There seems no valid a priort reason why the operation of our principles 
should cease at that border where tort becomes crime. Actus non facit reum nisi 
mens rea [an act does not make the doer guilty unless the mind be guilty] may 
be admirable in a state of nature, but it will not fit the facts of a complex 
social structure. So that we need fear no difficulties at the outset. . . . The 
real problems, as in the case of civil liability, arise where the doctrine of implied 
authority begins to pale its ineffectual fire before the difficulties it has to 
confront. ... 


We must have our food protected; and that, irrespective of the vendor’s 
motive. It is here not merely a question of whether knowledge on the master’s 


part may be assumed, or whether the 


provision of food is so dangerous an 





(Footnote continued from preceding page) 
3 Food Drug Cosmetic Law Quarterly 35, 
42, (March, 1948), at footnote 15 observes: 
“Considerations such as lack of intent, 
directing the actual distributor to conform 
to specifications which comply with the 
law [of the Act], etc., would appear to be 
germane with respect to the penalty im- 
posed. Thus, in the Parfait Powder Puff 
case [cited at footnote 28] the Court in- 
flicted only a nominal fine of $100 plus 
costs, whereas the maximum fine which 
could have been imposed was $7,000, or 


$1,000 on each of seven counts of the in- 
formation."’ 

*” Rex v. Dixon, (1814) 3 M. & S. 11. 

“ Cited at footnote 28. 

® See Sayre, work cited at footnote 22. 

* Mr. Justice Holmes’s explanation for a 
true basis of vicarious liability is through 
a formula of identity (work cited at foot- 
note 4). 

™ Laski, 
p. 130. 


work cited at footnote 4, at 
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occupation as to require special diligence, but simply that the consequences of 
the alternative to a stern treatment are too serious to be admissible. 

However, too liberal a criminal application, either consciously 
or by implication, of the civil law liability concept of respondeat superior 
would undoubtedly force complexities to develop from the legal dis- 
tinctions capable of being made between servants, agents, and inde- 
pendent contractors, or in the course of business as opposed to the 
scope of employment, as well as in the differentiation of other termi- 
nology that has evolved in the tort field. 


Furthermore, a major force dictating obedience to penal statutes 
is the moral stigma that is associated with a violation, If this moral 
constraint is to be preserved, it would appear that emphasis on social 
control and protection should be discreetly balanced against the wis- 
dom of a criminal action where a knowledge of facts and criminal 
intent are absent.” 

The disposition of Congress regarding the relevancy of a guilty 
mind in criminal prosecutions under the Federal Food, Drug, and 
Cosmetic Act requires a brief review of some of the language of the Act. 


Language of Act 

The Federal Food, Drug, and Cosmetic Act provides that “any 
person” ** who violates any of the prohibited acts is guilty of a crime. 
“The term ‘person’ includes individual, partnership, corporation, and 
association.” ** Both the particular acts enumerated by the law and 
the “causing thereof” are prohibited." The word “knowingly,” an 
expression familiar to many criminal statutes, which would favor 
construing a statute containing it as requiring a consideration of the 
existence of the primary act as well as all the numerous elements 
which combine to constitute the proscribed act, is omitted from the 
prohibited acts and penalties of the Act. The terms “permits” and 
“allows,” which suggest passiveness on the part of an actor despite his 
being in a position through which he could prevent an act forbidden 
by a statute utilizing such terms, are also absent from the Act. Neither 
is use made of the words “malice” and “malicious.” Similarly, by the 
absence of the term “willfully,” which probably is less forceful than 





%See Hall, ‘“‘The Substantive Law of “Sec. 303(a), 52 Stat. 1043 (1938), 21 


Crimes 1887-1936,"’ 50 Harvard Law Review 
616, 623 (1937): the comments of Harno, 
‘Some Significant Developments in Crimi- 
nal Law and Procedure,”’ 42 Journal of 
Criminal Law and Criminology 427, 432 
(1951). 


USC Sec. 333(a) (1946). 

"Sec. 201, 52 Stat. 1040 (1938), 21 USC 
Sec. 321 (1946). 

*Sec. 301, 52 Stat. 1042 (1938), as 
amended, 62 Stat. 582 (1948), 21 USC Sec. 
331 (Supp., 1952). 
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the word “maliciously,” emphasis is given to a legislative desire to 
make the prohibited acts absolute, and independent of a blameworthy 
mind cognizant of the facts comprising the crime. 


Only in the penalty provisions does the Act consider the ill will of 
a defendant whose conduct is without just cause or excuse, by provid- 
ing for a maximum penalty of three years’ imprisonment, a $10,000 
fine, or both, for a violation “with intent to defraud or mislead.” * 

Although silent as to whether knowledge or intent is an element 
of an offense subject to the penalty of Section 303(a), the judiciary has 
indicated * that proof of mens rea is not requisite to a conviction for 
“causing” under the Act. 

Reflection upon the construction to be given the term “causing” 
with reference to the type of mental element, if any, suggested by it 
is interesting. 


The English Plays Act of 1736, which imposed a monetary fine 
upon anyone who “caused” any entertainment to be acted without a 
particular license and judged such a person a rogue and a vagabond, 


was one of the earliest statutes in which the term “causes” provided 
controversy regarding the import of the work in nineteenth-century 
litigation. 

In Rex v. Glossop,” the defendant who had engaged and paid an 
actor and who had been seen at least once at a rehearsal was convicted 
of “causing” Richard III to be performed and, in Parsons v. Chapman,** 
evidence that the defendant paid the salary and had authority to 
dismiss personnel was sufficient proof of his “causing” an illegal per- 
formance under the act. 


Knowledge of the facts would appear to be required in order to 
“cause,” but apparently in some circumstances knowledge has been 
imputed by virtue of holding a position of responsibility, direction or 
control.** 


It can be argued that a person may “cause” an event to occur by 
virtue of his being in a position to prevent its occurence and failure on 
his part to obviate the event. However, whether “causing” should 





* Sec. 303(b), 52 Stat. 1043, 21 USC Sec. “ 10 Geo. 2, c. 28, s. 1. 
333(b) (1946). # (1821) 4 B. & Ald. 616. 

“U. 8. wv. Greenbaum, cited at foot- * (1831) 5 C. & P. 33. 
note 27; U. 8. v. Dotterweich, 320 U. S. “U. 8. wv. Dotterweich, cited at foot- 
277 (1943): U. 8. v. Parfait Powder Puff’ note 40; U. 8. v. Parfait Powder Puff 
Company, cited at footnote 28. Company, cited at footnote 28. 
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be so conveniently equated with the holding of an alleged position of 
responsibility, absent express legislative fiat, appears questionable.” 


There is a tendency in modern criminal law to hold corporate 
officers for offenses committed by the corporation or through acts of its 
employees.** This is a step beyond the comparatively recent develop- 
ment of predicating corporate liability upon the acts of its agents.* 


Vincent A, Kleinfeld has indicated: 


The provision in the Food and Drugs Act of 1906 with respect to the prose- 
cution of corporations illustrates the careful phraseology which was deemed 
necessary to hold corporations liable for corporate activities which violated a 
criminal statute. Section 12 of that statute provided that “the act, omission, or 
failure of any officer, agent, or other person acting for or employed by any 
corporation, company, society, Or association, within the scope of his employ- 
ment or office, shall in every case be also deemed to be the act, omission, or fail- 
ure of such corporation, company, society, or association as well as that of the 
person.” It was no longer believed necessary, when the Federal Food, Drug, 
and Cosmetic Act was enacted, to insert such provision in the statute.” 


In an attempt to fix responsibility for violations under the Act, 
and to prevent the use of the corporate form as a veil to such activities, 
it was proposed in early versions *° of the Act that: 

- whenever a corporation or association violates any of the provisions of 
this Act, such violation shall also be deemed to be a violation of the individual 
directors, officers or agents of such corporation or association who au- 


thorized, ordered, or did any of the acts constituting, in whole or in part, such 
violation. 


The provision was omitted from the final Act! 


There has been some recognition of the hardship that inheres in 
the extension of the doctrine of vicarious criminal liability under the 
Act, and it is illustrated in the legislative record. In an early Senate 
report, in commenting upon the proposed liability of corporations and 
their officers for violations of the Act, it was said: ® 

It is not, however, the purpose of this paragraph to subject to liability those 
directors, officers, and employees, who merely authorize their subordinates to 


perform lawful duties and such subordinates, on their own initiative, perform 
those duties in a manner which violates the provisions of the law. However, if 


1944, 73d Cong., ist Sess., Sec. 
S. 2000, 73d Cong., 2d Sess., Sec. 
S. 2800, 73d Cong., 2d Sess., 

S. 5, 74th Cong., Ist Sess., 





® See the dissenting opinion of Mr. Jus- “6s. 
tice Murphy in U. 8. v. Dotterweich, cited 18(b); 
at footnote 40. 18(b) ; 
“See, for example, 11 USC Sec. 11; 15 


USC Sec. 24: 45 USC Sec. 63; 46 USC Sec. 
941(b). 

“Note New York Central and Hudson 
River Railroad Company v. U. 8., 212 U. S. 
481, 495 (1909). 

* Work cited at footnote 29, at p. 37. 


; S. 5, 74th Cong., 2d Sess., Sec. 

, Substituting “‘personally"’ for ‘‘au- 

thorized’’ in the last clause of the para- 
graph quoted. 

"No. 493, 73d Cong., 2d Sess., p. 22, 
Dunn, Federal Food, Drug and Cosmetic 
2 Statement of Its Legislative Record, 
p. 130. 
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a director or officer personally orders his subordinate to do an act in violation 
of the law, there is no reason why he should be shielded from personal re- 
sponsibility merely because the act was done by another and on behalf of a 
corporation. 


Attention is also invited to what may be termed the “exemptive 
clauses” within the criminal provisions of the Act. Section 303(c) ™ 
exempts a person from being subject to the penalties of the Act, 
absent an intent to defraud or mislead. Presumably, this section which 
creates the defenses, under prescribed conditions, of “good faith” and 
the holding of a “guaranty” was designed to provide statutory protec- 
tion from unconscionable vicarious criminal liability. Section 303(c) 
(1) exempts receipt in interstate commerce of any article and subse- 
quent delivery or proffered delivery of it in good faith by a person who, 
otherwise subject to the penalties of Section 303(a),°* upon request, 
furnishes enforcement officials with the vendor’s name, address and all 
available delivery documents. Section 303(c)(2) protects a person 
who introduces into interstate commerce articles violative of the Act 
which have been received in good faith if a guaranty as to the product’s 
fitness has been obtained from the vendor of such person. Section 
303(c)(3) parallels Section 303(c)(2) and applies specifically to the use 
of noncertified coal-tar colors where a guaranty exists. Section 303 
(c)(4) absolves a person from liability for acts respecting the 
article which violate the “adequate directions for use” requirements 
of the Act provided good faith exists and the same labeling is used 
as was on the article when originally received. 


Having observed the language of the Act, we now consider the 
effect of judicial interpretation upon its application. 


Judicial Application of Act 

Three cases provide a sketch of the responsibility that reposes 
in an entrepreneurial pursuit of an activity embraced by the Federal 
Food, Drug, and Cosmetic Act: 

In U. S. v. Greenbaum,** the defendant contended that since the 
information filed against him as president of the Bakery Mart of 
Newark, Inc., and against the corporation charging him and it with 
adulteration did not charge that he knew that the product was adulter- 
ated when he shipped it and no proof was offered of guilty knowledge 





"52 Stat. 1043 (1938), as amended, 65 ® 52 Stat. 1043 (1938), 21 USC Sec. 333(a) 


Stat. 649 (1951), 21 USC Sec. 333(c) (Supp.., (1946). 
1952). % Cited at footnote 27. 
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on his part, the judgment of a fine of $300 and three months’ imprison- 
ment against him should be reversed. In affirming judgment the 
court said: 


The statute under which the appellant was indicted, convicted and sentenced, 
makes no specific requirement of allegation or proof of the offender’s knowledge 
and wilfulness. While the failure so to provide does not necessarily determine 
that guilt of the offense may be established without such allegation and proof, 
‘ we conclude that the requirement of § 335 [305], that, before criminal 
prosecution for a violation of the statute may be instituted, the person against 
whom such proceeding is contemplated shall be given an opportunity by the 
Administrator to present his views with regard to such contemplated proceed- 
ing . . ., negatives any idea that proof of guilty knowledge and wrongful intent 
at trial of an offense under § 333(a) [303(a)] is necessarily implicit. The pre- 
scribed inquiry, a preliminary requisite to prosecution, is designed to search out 
the possible innocent mind of the particular offender by establishing before trial, 
his good faith or the extent of his actual knowledge and wilfulness. 


This court apparently felt that if the “required” hearing prior to 
prosecution established that the alleged offender exercised reasonable 
diligence and had neither consented to, or knowledge of, the commis- 
sion of the prohibited act, exemption from criminal prosecution would 
follow. It would also appear that suspicion of the alleged offender’s 
ignorance would not be evidence of bad faith or the equivalent of 


guilty knowledge. 


In U. S. v. Dotterweich,™ the defendant, who was in general charge 
of a corporation that repacked drugs purchased from a manufacturer 
for shipment to physicians upon order, was convicted—as agent of the 
acquitted corporation— for adulteration and misbranding of the repack- 
aged drugs. The Supreme Court felt that the provision for notice and 
a hearing was an administrative direction to the Federal Security 
Administrator rather than a jurisdictional requirement for criminal 
proceedings despite earlier comments made by specialists in the field 
to the effect that the required-hearing provision of the Act was a 
specific adoption of an administrative construction given to the 
prior Act.” 


U. S. v. Morgan,”* which construed the Food and Drugs Act of 
1906, was used to support the opinion on this point. However, in 
answering the argument, in the latter cause, that the privilege of a 
preliminary hearing was granted so as to prevent malicious prosecu- 
tions, that court said: 





™ Cited at footnote 40. lation,"’ 6 Law and Contemporary Prob- 
% See Lee, ‘‘The Enforcement Provisions lems 74 (1939). 

of the Food, Drug, and Cosmetic Act’’ in * 222 U. S. 274 (1911). 

“The New Food Drug and Cosmetic Legis- 
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But, had such been its intention, the statute would have required that a 
hearing should be given to all persons charged with a violation of the act, and 
not merely those from whom the sample was received. 


Section 305 of the current Act specifically provides : * 


Before any violation . . . is reported by the Secretary to any United States 
attorney for institution of a criminal proceeding, the person against whom such 
proceeding is contemplated shall be given appropriate notice and an oppor- 
tunity to present his views, either orally or in writing, with regard to such 
contemplated proceeding. 

The Dotterweich opinion, however, appears to have considerably 
reduced the protection afforded by the “preliminary requisite to 
prosecution . . . designed to search out the possible innocent mind 
of the particular offender.” * The lack of logic in holding that the 
mandatory administrative step is not a condition precedent to criminal 
prosecution because the defendant eventually receives a judicial hearing 


is apparent.” 


Furthermore, with a strong feeling for the remedial purposes of 
the Federal Food, Drug, and Cosmetic Act, the majority in the 
Dotterweich case, in sweeping language and by most infused construc- 
tion, held that since a corporation was a “person” under the Act and 
since a corporation could only act through individuals on its behalf, a 
corporate officer could be found guilty of violating the Act even though, 
as in this cause, the corporation was acquitted. 


By the potentiality of criminal sanctions, individuals and their 
organizations may be alerted to greater circumspection in their 
entrepreneurial pursuits. Adequate enforcement of particular social 
legislation may induce acceptance of vicarious liability as a necessary 
concept, but certainly prosecutors and judges are not relieved of the 
primary responsibility for preventing the haphazard or arbitrary 
extension of this potent doctrine. 


The dissenting opinion of Mr. Justice Murphy in the Dotterweich 
case epitomized how judicial construction of welfare legislation in 
absolute terms creates the fearful possibility that even the most cir- 
cumspect and scrupulous person may find himself guilty of a crime 
because of the error, act or omission of another. Mr. Justice Murphy 
said: *° 

52 Stat. 1045 (1938), as amended, 21 ® See ‘Developments in the Law—The 
USC Sec. 335 (Supp., 1952). Federal Food, Drug, and Cosmetic Act,” 
*U. 8S. v. Greenbaum, cited at foot- 67 Harvard Law Review 632, 696 (1954). 


#U. 8. v. Dotterweich, cited at foot- 
note 40, at p. 292. 
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Without any legislative guides, we are confronted with the problem of 
determining precisely which officers, employees and agents of a corporation are 
to be subject to this Act by our fiat. To erect standards of responsibility is a 
difficult legislative task and the opinion of this Court admits that it is “too 
treacherous” and a “mischievous futility” for us to engage in such pursuits. 
But the only alternative is a blind resort to the “good sense of prosecutors, 
the wise guidance of trial judges, and the ultimate judgment of juries.” Yet 
that. situation is precisely what our constitutional system sought to avoid. 
Reliance on the legislature to define crimes and criminals distinguishes our 
form of jurisprudence from certain less desirable ones. The legislative power 
to restrain the liberty and to imperil the good reputation of citizens miust not 
rest upon the variable attitudes and opinions of those charged with the duties 
of interpreting and enforcing the mandates of the law. 


Dotterweich remains as precedent, and has caused some attorneys 
to express the belief that absolute criminal liability exists *' once a 
responsible position or office is held and a violation of the Act occurs, 

In U. S. v. Parfait Powder Puff Company,” the defendant con- 
tracted with a manufacturer to make, package and distribute the 
defendant’s cosmetic in accord with directions furnished by the 
defendant. A preliminary sample submitted to the defendant was 
satisfactory but, subsequently, without the defendant’s knowledge 
the manufacturer substituted a deleterious substance which resulted 
in conviction of the defendant for violating the Act. 

The court refused to distinguish between independent contractors 
and agents, and affirmed the conviction, saying: 


The liability was not incurred because defendant consciously participated in 
the wrongful act, but because the instrumentality which it employed, acting 
within the powers which the parties had mutuaily agreed should be lodged 
in it, violated the law. The act of the instrumentality is controlled in the 
interest of public policy by imputing the act to its creator and imposing penalties 
upon the latter. 


Although the court made no use of the civil law terms respondeat 
superior or qui facit per alium facit per se, the liability they engender 
may be sensed in the result reached. 

From the language of the decision, one may assume that a viola- 
tion of the Act will be imputed to a superior by virtue of his failure 
to exercise detailed control over each step of the activity involved in 
his pursuit. 

Utilization of the criminal law to effect the socially desirable pur- 
pose of protecting the safety and integrity of the foods we consume, 
the drugs we use, the cosmetics we apply or the devices we employ may 
explain formulation of offenses via public-welfare legislation. However, 





See Nelson, ‘“‘Druggist, Beware! Ab- * Cited at footnote 28. 
solute Criminal! Liability is Here,’ 9 Food 
Drug Cosmetic Law Journal 163 (1954). 





PAGE 412 FOOD DRUG COSMETIC LAW JOURNAL—aucusT, 1956 


where guilt may be imputed to a defendant on the basis of his authority 
or alleged position of responsibility and the stigma of criminality is 
permanently affixed for the acts of a subordinate or for latent defects 
in business arrangements, a continuing appraisal of such a policy upon 
each set of facts appears justifiable. 

It has been suggested : ** 


While the 1938 Act does represent a distinct improvement over its predecessors by 
differentiating between conscious and unknowing violations and providing higher 
penalties for the former, a more effective statute might require proof of knowl- 
edge or negligence for criminal convictions. 


The English Food and Drugs Act, 1938, for example, provides 
protection to an employer who can prove that the “contravention was 
due to the act or default of” an employee or other third party and, 
under a 1954 amendment to the English act," before a corporate officer 
can be held vicariously liable, there must be proof of consent, con- 
nivance or negligence on his part. 


Conclusion 
When a person pursues a business or profession embracing the 
manufacturing or distribution of food, drugs, cosmetics or therapeutic 


devices, he assumes an exceptional position of responsibility towards 
both the individuals with whom he deals and society. Although the 
application of the doctrine of vicarious liability in criminal law, and 
particularly under the Federal Food, Drug, and Cosmetic Act is open 
to the criticism that too heavy a burden is placed upon a superior or 
employer who is in effect made the insurer of his subordinate’s conduct, 
it appears that necessity rather than a desirability to reject the personal 
character of a criminal act has motivated the application of the doctrine 
to such public-welfare offenses. 

The conviction of a defendant and the infliction of punishment 
upon him for an action of another, regardless of the knowledge of the 
accused, or even the steps taken by him to prevent a statutory infrac- 
tion, does raise questions as to the extent to which the doctrine of 
vicarious criminal liability should be applied. 

The emphasis to be given the “public good” by making the role 
of the prosecutor easier in an alleged violation of the Federal Food, 
Drug, and Cosmetic Act should be continually re-evaluated with 
respect to those concepts designed to protect the criminally accused. 


[The End] 


® Work cited at footnote 59, at p. 695. ®2 & 3 Eliz. 2, c. 67, s. 26(3). 
“1 & 2 Geo. 6, c. 56, s. 83(1). 








Administrative Procedure 


IN THE REGULATION OF FOOD ADDITIVES: 
A COMPARATIVE STUDY 


By GARY B. LOVELL 


This Study of Current Regulation of Food Content 
Compares Equivalent Methods in Canadian Regula- 
tion and Evaluates Pending “‘Food Additive’’ Bills 








Introduction 


In the lengthy debate prior to the passage of our present Food, 
Drug, and Cosmetic Act of 1938, a widespread fear was voiced by 
some members of industry that the proposed law would “transfer 
control of the food, drug, and cosmetic industries from courts to a 
bureau of the government.”* This fear is still prevalent, according 
to statements emanating from the recent House committee hearings 
on a “food additive” * bill. This study will scrutinize the safeguards 
surrounding the administrative procedures of the Food and Drug 
Administration, as well as those provided by the Administrative 
Procedure Act, and thereby critically evaluate the foundations of 
these fears. 

The aim of this study is fourfold: first, to probe some of the 
existing administrative procedures of FDA as they may relate to 
regulation of food content; * second, to conduct a comparative study 
of equivalent regulatory methods in Canada; third, to examine the 
main procedural issues of the currently pending “food additive” legis- 
lation; and, finally, in commenting on these bills, to elucidate their 
main controversial issues as they are being advanced by the most 
able men in industry and government today. 





1 Hearings Before the Committee on Com- **Food content,’ as used herein, refers 
merce, United States Senate, 73d Cong., to any of the ingredients of food which 
2d Sess., on S. 2800, pp. 199-209 (1934). are subject to the provisions of Secs. 401 

2 The term ‘‘chemical additive’’ was used and 402 of the Food, Drug, and Cosmetic 
in the earlier bills on this subject, but Act. 
more recent bills use ‘‘food additive.’ 
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Existing Procedures in Food-Content Legislation 


Today, the regulation of food additives is principally achieved 
in two ways. 

First, the basic adulteration provision, Section 402(a), begins by 
proscribing a food which “bears or contains any [added] poisonous 
or deleterious substance which may render it injurious to health.” * 
This section is specifically modified by Section 406(a), a limited 
escape clause providing for administrative regulations setting toler- 
ances for certain poisonous food ingredients where required in pro- 
duction or where unavoidable by good manufacturing practice. The 
sanctions underlying Section 402 are seizure, injunction or criminal 
prosecution, all of which are enforced through the federal courts, and 
require the government to assume the commensurate burden of proof.® 





*52 Stat. 1046 (1938), 21 USC Sec. 342(a). 
Sec. 402(a) terms a food adulterated: (1) 
If it contains in its natural state any pois- 
onous or deleterious substance which 
would ordinarily prove injurious to health 
or (2) if it contains any such added sub- 
stance regardless of its tendency to injure, 
unless it comes within the official toler 
ances issued under Sec. 406(a). 

*In a criminal prosecution under the 
Federal Food, Drug, and Cosmetic Act, 
the government has the usual burden of 
proving every allegation of material fact 
‘“‘beyond a reasonable doubt’’ (Pasadena 
Research Laboratories, Inc. v. U. 8., 169 
F. (2d) 375 (CCA-9, 1948), cert. den., 335 
Uv. S. 853; U. 8. v. Crescent-Kelvan Com- 

164 F. (2d) 582, 588-589 (CCA-3, 


den of proof is the usual one that prevails 
in civil actions—for example, to prove its 
allegations only “‘by a preponderance of 
the evidence’’ and not ‘‘beyond a reason- 


. Fig- 


able doubt"’ (U. 8. v. Five Cases. . 
lia Mia . . . Olive Oil, 179 F. (2d) 519, 524 


(CA-2, 1950), cert. den., 339 U. S. 963; 
U. 8. v. 11% Dozen Packages ... V 
Moffat’s Shoo Fly Powders for Drunken- 
ness,”’ 40 F. Supp. 208, 209 (DC N. Y., 
1941); C. C. Company v. U. 8., 147 F. (2d) 
820, 824-825 (CCA-5, 1945): cf. Van Camp 
Sea Food Company, Inc. v. U. 8., 82 F. 
(2d) 365, 366 (CCA-3, 1936)). 

The purpose of an injunction under Sec. 
302 is to prevent a course of conduct and, 
hence, there must be some indication of 
possible future violation. The words ‘‘for 
cause shown”’ give the district court discre- 
tion to grant or withhold injunctive relief, 
but it is the duty of the court to exercise 
its discretion in determining whether an 
injunction should issue on the facts pre- 
sented (Walling v. Mid-Continent Pipe 
Line Company, 143 F. (2d) 308 (CCA-10, 
1944); Lenroot v. Kemp, 153 F. (2d) 153 
(CCA-5, 1946)). 
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As there is no provision in this section for regulations granting 
exemptions,® the only administrative fiat involved is deciding when 
to invoke these sanctions. Its constitutionality has been repeatedly 
sustained when attacked for vagueness and uncertainty.’ However, 
in a number of quarters it is felt that this basic section, which origi- 
nated in the 1906 Act,* does not provide adequate protection to the 
consumer from the growing number of new additives whose safety 
or toxicity is surrounded by conflicting evidence and opinions,’ such 
that the burden of proving one or the other would be insurmountable. 


The second major regulatory method for controlling ingredients 
is the administrative promulgation of food standards, authorized by 
Section 401." Under this section, the Secretary of Health, Education, 
and Welfare may issue regulations governing mandatory, as well as 
optional, ingredients of the commodity to be standardized. A good 
deal of stress is placed on potential toxicity of proposed ingredients. 


As both of these principal regulatory methods contemplate a 
delegation of substantial authority to an administrative body, it is 
important to inquire into the procedural safeguards surrounding the 
regulatory acts of the responsible administrative body. This inquiry 
must involve a careful scrutiny of the applicable provisions of the 
general administrative law. 


Of primary importance is the problem of delegation of legislative 
power. Does this power granted to the Administrator to promulgate 
regulations violate Article 1, Section 1, of the Constitution, which 
states that “all legislative powers herein granted shall be exercised 
by the Congress”? The two leading cases on this point, both decided 
in the 1930's, are Panama Refining Company v. Ryan™ and A. L. A. 
Schechter Poultry Corporation v. U. S.* In both cases, the attempted 
delegation was held unconstitutional as not being sufficiently canalized 
or placed within well-defined bounds. Justice Cardozo said, in the 
Schecter case: 

Here is an attempted delegation not confined to any single act nor to any class 


or group of acts identified or described by reference to a standard. Here, in effect, 
is a roving commission to inquire into evils and upon discovery correct them. 





*U. 8. v. 449 Cases, Containing . . See H. Rept. 2356, 82d Cong., 2d Sess., 
Tomato Paste, 212 F. (2d) 567 (CA-2, 1954). pp. 4-5 (1952). 
* Golden Grain Macaroni Company v. 52 Stat. 1046 (1938), as amended, 21 
U. 8., CCH Food Drug Cosmetic Law Re- USC Sec. 341 (1954). 
ports { 7273, 209 F. (2d) 166 (CA-9, 1953); "CCH Trade Regulation Reports (Supp. 
Berger v. U. 8., 200 F. (2d) 818 (CA-8, 1932-1937) { 7274, 293 U. S. 388 (1935). 
1952). "CCH Trade Regulation Reports (Supp. 
* 34 Stat. 769 (1906), 21 USC Sec. 8. 1932-1937) { 7350, 295 U. S. 495 (1935). 
*In 1952, of some 704 chemical additives 
in use, only 428 were known to be safe. 
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In spite of these strong words, however, in recent years it seems 
that legislative techniques have been so polished that the formal 
requirements imposed by the Schechter and Panama cases may be 
satisfied as far as the Supreme Court is concerned. The question no 
longer is: “May powers be delegated?” but, instead, “Is it reasonable 
to make this particular delegation in this specific case?” ™* These 
questions seem to have been resolved in the affirmative where Con- 
gress has basic power in the field and if it has been as specific in 
delegating the power as circumstances permit.’* The importance of 
proper delegation is evident when one realizes that an administrative 
exercise of legislative power results in a document having the same 
legal power as the delegating statute. Nevertheless, the adminis- 
trative regulation is subordinate and subject to the statute. 


The delegation of regulatory power to the Secretary to promul- 
gate food standards was put to its first severe test in the case of 
Atlas Powder Company v. Ewing.” The case is also a prime example 
of the regulation of food additives by means of standardization. 
Following the protracted bread-standard hearings of the late 1940's, 
the administrative finding excluded from the standard certain chemi- 
cal bread softeners whose inclusion had been sought by Atlas and the 
copetitioner, Glycol Products. The applicable portion of Section 401 
on food standards read as follows: 

Whenever in the judgment of the Secretary such action will promote honesty 
and fair dealing in the interest of consumers, he shall promulgate regulations fixing 
and establishing for any food, under its common or usual name so far as prac- 


ticable, a reasonable definition and standard of identity, a reasonable standard 
of quality, and/or reasonable standards of fill of container . . . 


‘ In prescribing a definition and standard of identity for any food or 
class of food in which optional ingredients are permitted, the Secretary shall, 
for the purpose of promoting honesty and fair dealing in the interest of con- 
sumers, designate the optional ingredients which shall be named on the label. 

In seeking judicial review of these findings, petitioners argued 
that a standard of identity could properly be concerned only with 
the inclusion and proportions of ingredients which are to be definitive 
or characteristic of the standardized product. In other words, as- 
serted the petitioners, the scope of Section 401 does not extend to 
recipe-writing, which would be the effect of allowing the adminis- 
trator to exclude optional ingredients. If the power of the adminis- 





“™ Nutting, ‘‘Congressional Delegations * CCH Food Drug Cosmetic Law Re- 
Since the Schechter Case,"’ 14 Mississippi ports { 7247, 201 F. (2d) 347 (CA-3, 1952), 
Law Journal 350, 366-367 (1942). cert. den., 345 U. S. 923 (1953). 

“ Yakus v. U. 8., 321 U. S. 414 (1944); 

Bowles v. Willingham, 321 U. S. 503 (1944). 
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trator under Section 401 is thus broadly construed, the petitioners 
claimed, then the statute itself contains a delegation of power so 
deficient in guides to, and limitations upon, its exercise as to in- 
validate the legislation and any administrative action thereunder. 
Looking to legislative intent, the court rejected this claim of unconsti- 
tutionality, and held that Congress intended all ingredients of a 
standardized food to be subject to the scrutiny of the administrator, 
with the public safety to be his guide. Such broad and general stand- 
ards are almost universally upheld today. 


It is significant that the chemical involved in the Atlas case 
would probably not have been subject to proceedings under the basic 
adulteration provisions of Section 402. The issue of safety, though 
introduced,"* was beclouded by conflicting evidence, but this doubt, 
coupled with the deception inherent in making a stale loaf of bread 
appear fresh, seemed to form the basis for the decision disallowing 
petitioners’ products. Thus, the case demonstrated, to the discomfort 
of some members of the affected industries, that authority to promul- 
gate food standards carried with it authority to exclude additives 
whose safety was in doubt. 


There are some apparent potentialities for unfairness in the 
broad grant of power to promulgate food standards. When one 
realizes that small businesses and even consumer groups seldom 
have adequate representation at food-standard hearings, it becomes 
obvious that opposition to any proposed additive more often than 
not comes from the large competitor who will bear the economic 
brunt if a certain product is included. The legislative guide set out 
in Section 401—to promote honesty and fair dealing in the interest 
of consumers—can be more broadly categorized as “the public inter- 
est.” A recent Princeton University study which concerned such 
unchanneled agency regulation brought out the following, in a chap- 
ter entitled “Search for the Public Interest’’: * 

Discussions of the “public interest” that commissions are supposed to seek 
frequently seem unreal. Usually, the public interest is conceived as a balancing 
by a commission of the interests involved in regulation. In its search for an 
equilibrium among the interested parties, it is assumed that a commission will 
be guided by its legislative mandate. Unreality begins to creep in, however, as 
soon as it appears that the commission’s enabling statute may in fact provide only 


the most general guide to the goals of regulatory policy. Left largely to its own 
resources, which are apt to be weak relative to the strengths of the organized 


“Case cited at footnote 15, at p. 352. " Bernstein, Regulating Business by In- 
dependent Commission (Princeton Uni- 
versity, 1955), p. 154. 
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parties, a commission will probably be guided by dominant interests in the 
regulated industry in its formulation of the public interest. Thus the public 
interest may become more private than public. 

It is apparent that the individual whose economic well-being is 
at the mercy of the regulatory body must be given ample procedural 
protection. The hearing procedures under Section 406(a)** are 
governed by the general procedural requirements of Section 701,*° 
whereas the 1954 Hale Amendment *” gave Section 401 its own hear- 
ing procedures. Both, however, must be read in pari materia with 
the Administrative Procedure Act.** 


Before leaving the subject of delegation of power to promulgate 
standards, it is necessary to examine an administrative regulation of 
1949 which authorizes the issuance of “experimental permits” to ship 
foods which deviate from existing standards.** The aim of this pro- 
cedure is to allow testing in interstate markets of the usefulness and 
consumer acceptance of any standardized food containing a new 
ingredient. Though the conditions precedent to getting such a permit 
are many,” administrative discretion in its issuance is apparently 
unbridled, as no type of court review is available. Such authority to 
grant ad hoc relief from the terms of a statute is usually referred to 
as “dispensing” power.** The constitutionality of such delegations 
of the “dispensing” power depends upon the same considerations 
that sustain delegations of other types of “administrative” powers. 
In U. S. v. Shreveport Grain & Elevator,”® a misbranding section of 
the Food and Drugs Act of 1906 which allowed such a setting of 
administrative exemptions was attacked as an excessive delegation. 
Justice Sutherland, for a unanimous court, acknowledged that “legis- 
lative power” cannot be delegated. He added: 

But Congress may declare its will, and after fixing a primary standard, 
devolve upon administrative officers the “power to fill up the details” by pre- 
scribing . regulations allowing reasonable variations, tolerances, and exemp- 
tions which, because of their variety and need of detailed statement, it was 
impracticable for Congress to prescribe. 





8 52 Stat. 1049 (1938), 21 USC Sec. M6(a) 
(1946). 

52 Stat. 1055 (1938), 21 USC Sec. 371 
(1946). 

*68 Stat. 54 (1954), 21 USCA Sec. M1 
(Supp., 1955). 

2 Willapoint Oysters, Inc. v. Ewing, 174 
F. (2d) 676 (CA-9, 1949), cert. den., 338 
U. S. 860 (1949). 

2 FSA Statement of Policy, October 5, 
1949, revised as HEW Statement of Policy, 
April 22, 1954; 21 CFR Sec. 3.12 (1954). 


21 CFR Sec. 3.12 (1954). 

“Dispensing power’’ refers to the 
power delegated to an administrative 
agency to allow exemptions from the gen- 
eral prohibition. As opposed to this, ‘‘sus- 
pending power’’ refers to the power to 
suspend the operation of statutes or ad- 
ministrative regulations. See Intermoun- 
tain Rate Cases, 234 U. S. 476 (1914). 

* CCH Trade Regulation Reports (Supp. 
1932-1937) { 7057, 287 U. S. T7 (1932). 
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Thus, it would seem that the experimental-permit provision, 
which has thus far been excellently administered * and has been of 
great value to the affected industries, would properly fall within the 
broad delegation of power of Section 401. 


The next major question is when a private party, who will be 
adversely affected by administrative action, is given a right to notice 
and opportunity to be heard, and what constitutes adequate notice. 
This question arose in the very first court test of food-standard 
proceedings under Section 401. In Federal Security Administrator v. 
Quaker Oats Company," the respondent contended in the court of 
appeals that the notice given him of the reconvening of standard 
proceedings for milled wheat products was inadequate. In view of 
the respondent’s participation in the original hearing and due publi- 
cation in the Federal Register of the reconvened hearings, this con- 
tention was held without merit. Today, the 1954 Hale Amendment * 
to Section 401 provides for publication of notice in the Federal 
Register at all stages of proceedings wherein it is sought to promul- 
gate, amend or repeal food-standard regulations. The amendment’s 
aim is essentially to simplify the regulatory procedure by doing away 
with the hitherto mandatory hearing requirement in cases where 
there is no justiciable controversy. Following publication of a pro- 
posed regulation, “any person who will be adversely affected” has 
30 days in which to file objections thereto and to request a public 
hearing. The resultant hearing is limited to these objections, but is 
open to all interested parties. It is doubtful whether the limitation 
of objections to those “adversely affected” is of any legal conse- 
quence, in view of Reade v. Ewing,”* which attributes such an effect 
to any of 160 million consumers. 


As to the conduct of the hearings themselves, the Administrative 
Procedure Act *® differentiates between rule-making and adjudicatory 
proceedings. The latter requires a hearing as a matter of procedural 
due process, while the former does not. In substance, a rule pre- 
scribes future patterns of conduct whereas adjudication determines 
liabilities of particular parties upon the basis of present or past facts. 
In the words of Administrative Procedure Act Section 2(c), “rule” 





* Austern, ““‘The Future of Mandatory *CCH Food Drug Cosmetic Law Re- 
Food Standards,’’ 9 Food Drug Cosmetic ports { 7261, 205 F. (2d) 630 (CA-2, 1953). 
Law Journal 77 (February, 1954). * 60 Stat. 237 (1946), 5 USCA Secs. 1001 

7318 U. S. 218 (1943). and following. 

*%68 Stat. 54 (1954), 21 USCA Sec. 31 
(Supp., 1955). 
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means “the whole or any part of any agency statement of general 
or particular applicability and future effect designed to implement, 
interpret, or prescribe law or policy.” Where the rules are required 
by statute to be made on the record after opportunity for an agency 
hearing, Administrative Procedure Act Section 2(d) designates this 
“formal rule-making,” and the further procedural guarantees of Ad- 
ministrative Procedure Act Sections 7 and 8 apply. Administrative 
Procedure Act Section 7(a) designates the hearing officer as the 
agency head, a subordinate or a Section 11 examiner. 


However, the section also recognizes the right of the agency 
itself, or one or more of its members, to preside at the hearing. 
Section 7(b) gives certain procedural rights to the hearing officer, 
resembling those of the judiciary. Section 7(c) is important in that 
it allows submission of all or part of the evidence in written form 
where no one will be prejudiced thereby. Under this section, as under 
the “legal residuum” rule, while hearsay evidence is admissible in an 
administrative proceeding, if it is uncorroborated, a finding cannot be 
based on it—that is, there must be a residuum of legally admissible 
evidence to support the decision. Administrative Procedure Act Sec- 
tion 11 was intended to set up a semi-independent class of hearing 
examiners within each agency, with their tenure, salaries and pro- 
motions to be subject to Civil Service Commission rules. 


Section 8 of the Administrative Procedure Act, which covers the 
decision-making process, was aimed at so-called “Morgan-type” prob- 
lems. The first of the famous cases of U. S. v. Morgan,*? which in- 
volved a rate-fixing order by the Secretary of Agriculture, reached 
the Supreme Court in 1936. Among the many objections to the order 
raised in the reviewing court were the following: (1) The trial exami- 
ner had not prepared a tentative report, to be subject to oral argu- 
ment and exceptions and (2) the Secretary of Agriculture, in whose 
name the decision was rendered, had not personally heard or read 
the evidence, but had relied solely on the determinations of a subordi- 
nate. The petitioner prevailed on this latter point and, in the subse- 
quent proceedings, Secretary of Agriculture Wallace was actually 
brought in to testify that he had personally addressed his mind to 
the evidence. This procedure of probing the mental processes of the 
agency was condemned when the case next reached the Supreme 





%* CCH Trade Regulation Reports (Supp. 
1932-1937) { 7460, 298 U. S. 468 (1936). 
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Court,** but again the private party prevailed on grounds of denial 
of a “fair hearing’’—that is, the lack of a hearing examiner’s report 
deprived him of the opportunity to know the claims of the opposing 
party (government) and to meet them. In four trips to the Supreme 
Court, the merits of the original Morgan order were never decided, 
but two key principles were evolved—first, the one who decides must 
hear and, second, a report by the hearing examiner is essential to a 
fair hearing. Under Section 8(a) of the Administrative Procedure 
Act, examiners are empowered to issue initial decisions, which become 
the decision of the agency unless appealed. In special cases where 
the agency has the entire record certified to it for initial decision, the 
examiner must still file a tentative or recommended decision. Section 
8(b) guarantees the rights of the private party to file arguments or 
exceptions to the tentative or recommended decision. 


How do these rules fit in with the specific procedures set out 
in Section 401 for food standard hearings, and Section 701 for hear- 
ings on tolerances for poisonous ingredients? Under the definition 
given above, the hearing procedures called for by Section 701 would, 
for the most part, be classified in the category of formal rule-making,” 
thus making applicable the procedural guarantees of Administrative 


Procedure Act Sections 7 and 8. Under the Hale Amendment to 
Section 401, new regulations may become effective without a hearing 
if no objections have been filed within the requisite time after publi- 
cation. But this ordinary rule-making procedure becomes “formal 
rule-making” as soon as an adversely affected party files objections 
and requests a public hearing. At that point, the same guarantees 
as under Section 701 become applicable. 


Section 701(c), which governs all hearings under the Food, Drug, 
and Cosmetic Act, states that they shall be conducted by “the Secre- 
tary of Health, Education and Welfare or such officer or employee 
as he may designate for that purpose.” Thus, the Secretary is em- 
powered to conduct these hearings himself but, as a practical matter, 
they are generally conducted by an examiner appointed pursuant to 
Administrative Procedure Act Section 11. Then, as per FDA regula- 
tions,** the entire record is usually certified to the Secretary, in whose 
name the final orders are made. 





™= Morgan v. U. S., CCH Trade Regula-_ tion of the Federal Food, Drug, and Cos- 
tion Reports (Supp. 8th Ed.) { 25,129, 304 metic Act," 2 Food Drug Cosmetic Law 
U. S. 1 (1938). Quarterly 139 (June, 1947). 

% Goding, ‘“The Impact of the Adminis- * See CFR Secs. 1.701 and following. 
trative Procedure Act on the Administra- 
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Important Cases on Hearing Procedures 


One of the most formidable attacks on FDA’s hearing procedures 
occurred in the 1949 case of Willapoint Oysters, Inc. v. Ewing.** This 
case came up on judicial review of two orders of the Federal Security 
Administrator prescribing standards of identity and a standard of fill 
of containers for canned oysters. The petitioner claimed a violation 
of its rights to a full hearing, required by Section 401 and, hence, also 
by the last sentence of Section 4(b) of the Administrative Procedure 
Act, which sets out the requirements for “formal rule-making.” 


The main points of the procedural objections were (1) that FDA 
decision-makers did not conscientiously read or consider all the evi- 
dence, (2) that officers of FDA who had presented its side of the 
case had prepared portions of the findings and conclusions and 
(3) that hearsay evidence consisting of the FDA inspector’s reports 
was wrongfully admitted by the hearing examiner. As to the alleged 
violation of the Morgan rule—‘He who decides must hear!”—the court 
held that there is a presumption that the proper administrative official 
conscientiously read and considered all the evidence, and this was 
not rebutted. In addition, the court established that this was rule- 
making rather than adjudication, “even though the result of the order 
is of immediate and grave economic import to petitioner.” The “sepa- 
ration-of-functions” provision of Administrative Procedure Act Sec- 
tion 5(c), which forbids agency employees from participating in the 
findings, was intended to apply only te adjudicatory hearings, and 
never to rule-making. Finally, the court pointed out that the common 
law rules of evidence are not applicable to administrative proceedings 
and, hence, the admission of hearsay evidence does not affect the 
validity of an administrative order so long as there is a residue of 
other corroborative evidence on which to base the finding. 


In the Quaker Oats case,** the validity of particular regulations 
was attacked as not being within the discretion of the Administrator 
under Section 401. A standard of identity, for ordinary farina, was 
promulgated which permitted no optional ingredients. The petitioner, 
who had been marketing for many years a farina cereal with vita- 
min D added, alleged that this indirect ban on such a nutritious and 
valuable additive was arbitrary and unreasonable and was not “in 
the interest of consumers.” Nonetheless, the court held that Section 
401 called for the exercise of the “judgment of the Administrator.” 





% Cited at footnote 21. * Cited at footnote 27. 
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That judgment, based on substantial evidence of record, is controlling 
even though the reviewing court might, on the same record, have 
arrived at a different conclusion. 


Judicial Review 


The two most important phases of judicial review, for the purposes 
of this study, are the right to review, more often stated as “stand- 
ing to sue,” and the scope of review. As stated above, the Food, 
Drug, and Cosmetic Act must be read in pari materia with the appli- 
cable portions of the Administrative Procedure Act, so it must be 
determined as to which of the two acts has been most generous in 
the protection it offers to the private party. Section 10 of the Adminis- 
trative Procedure Act offers review to “any person suffering legal 
wrong because of any agency action, or adversely affected or aggrieved 
by such action within the meaning of any relevant statute,” while 
Section 701(f)(1) of the Food, Drug, and Cosmetic Act is equally 
benevolent in granting review to “any person who will be adversely 
affected by such order if placed in effect.”” However, Administrative 
Procedure Act Section 10 specifically restricts its applicability by its 
opening words: “Except so far as ... statutes preclude judicial 
review ....” Thus, it would seem that Section 701(f) of the Food, 
Drug, and Cosmetic Act, and the interpretations thereunder, would be 
applicable here, rather than this general provision of the Adminis- 
trative Procedure Act. 


Under Section 701(f)(1), three main classes of petitioners have 
been held to have standing to secure judicial review.** The first class 
consists of producers of articles which have been standardized under 
Section 401 of the Act.** The second group is composed of those 
whose competitive interests are directly injured by the standardization 
orders.** The third group consists of producers of ingredients which 
have been omitted from the standard.” Reade v. Ewing,” a 1953 case 





* Baird, ‘‘The Right to Judicial Review: 
An Analysis of Section 701(f)(1),"" 10 Food 
Drug Cosmetic Law Journal 285 (May, 
1955). 

* Twin City Milk Producers Association 
vw. McNutt, 122 F. (2d) 564 (CCA-8, 1941), 
123 F. (2d) 396 (CCA-8, 1941); Quaker Oats 
Company v. Federal Security Administra- 
tor, 129 F. (2d) 76 (CCA-7), rev'd, 318 U. S. 
218 (1943): Columbia Cheese Company v. 
McNutt, 137 F. (2d) 576 (CCA-2, 1943), 
cert. den., 321 U. S. 777 (1944); Willapoint 


Oysters, Inc. v. Ewing, cited at footnote 
21; Cream Wipt Food Prcducts Company 
v. Federal Security Administrator, CCH 
Food Drug Cosmetic Law Reports { 7198, 
187 F. (2d) 789 (CA-3, 1951). 

*” Land O’ Lakes Creameries, Inc. v. Me- 
Nutt, 132 F. (2d) 653 (CCA-8, 1943). 

“A. EB. Staley Manufacturing Company 
v. Secretary of Agriculture et al., 120 F. 
(2d) 258 (CCA-7, 1941); Atlas Powder Com- 
pany v. Ewing, cited at footnote 15. 

“ Cited at footnote 29. 
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in the United States Court of Appeals for the Second Circuit, may 
have considerably expanded existing interpretations by giving “stand- 
ing to sue” based on the petitioner’s interest as an ordinary consumer 
in a case involving a health question. Whether or not this case will 
be followed by the other circuits remains to be seen. 


As to the scope of judicial review, Section 701(f)}(3) of the Food, 
Drug, and Cosmetic Act restates the general rule which distinguishes 
between questions of law and questions of fact. Questions of law are 
fully reviewable on the independent judgment of the reviewing court. 
Review of questions of fact, on the other hand, is limited by the 
“substantial evidence” rule of the Universal Camera case.** The court 
looks only to see if the administrative answer to the factual question 
is supported by substantial evidence; it is not concerned with the 
weight of the evidence. Thus, the court may not displace the agency’s 
choice between two fairly conflicting views, even though the court 
would justifiably have made a different choice had the matter been 
before it de novo. In another case decided the same day as Universal 
Camera but given much less notice, the Supreme Court recognized 
that Congress gave the primary function of agency review to the 
courts of appeals. Hence, the Supreme Court will give these courts 
the same degree of finality as was originally accorded the agency 
decision.“* 


Having cursorily reviewed some of the important procedures of 
the United States Food and Drug Administration, we may examine 
how the equivalent problems of regulating food ingredients are handled 
by Canada. 


Food Regulatory Methods in Canada 


Before examining the procedure in Canada whereby a food addi- 
tive may gain acceptance, it is necessary to clarify certain fundamental 
legal differences between Canada and the United States. The first 
of these is the legal basis for Canada’s regulation of food and drugs. 


As opposed to the United States system, the British North 
America Act, which is the written part of the Canadian Constitution, 
allocates only specific legislative jurisdiction to the provinces, with 
the residue of legislative authority remaining in the federal Parlia- 


# Universal Camera Corporation v. Na- *“ National Labor Relations Board v. 
tional Labor Relations Board, 340 U. 8. Pittsburgh Steamship Company, 340 U. S. 
474 (1951). 498 (1951). 

* P. 488 of opinion. 
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ment.*® Hence, though the field of food and drugs is not specifically 
delegated either to the provinces or to the federal Parliament, it has 
been held to fall within the federal criminal law power as a matter 
involving the protection of the public against injury or fraud. The 
constitutionality of this jurisdiction seems to have been settled by the 
case of Standard Sausage Company v. Lee,** where the Court of Appeal 
for British Columbia upheld, on this basis, the then-existing food and 
drugs act as criminal law. While the point has not been referred to 
the Supreme Court of Canada, the authority of this decision has never 
been challenged. 


The existing Canadian food and drug law was passed approxi- 
mately two years ago. In this act of 1954, Canada sought to incor- 
porate the best features of the food and drug laws of other countries. 
Its basic aims were’to protect the public health and pocketbook, and 
not fo be too irksome to industry. 


Another unique feature of Canadian food and drug regulation is 
the complete absence of the type of administrative fiat which, in the 
United States, makes up the grist for judicial review. The adminis- 
trator in Canada is given no authority to promulgate regulations 
having the force of law. Instead, the desired regulations are initiated 
in the Food and Drug Directorate of the Department of National 
Health and Welfare, and are recommended to the Governor in Council 
by the Minister of National Health and Welfare. The Governor in 
Council, by approving these regulations, gives them the force and 
effect of law. The Governor in Council presides just as the President 
presides at Cabinet meetings in the United States. The Council is 
composed of some 21 ministers of the Crown, all members of Parlia- 
ment belonging to the ruling party, and selected by the Prime 
Minister. There is a tacit assumption that the acts of this body will 
meet with the approval of Parliament as a whole, for the government 
in power inevitably controls a majority in Parliament. This delegation 
of authority from Parliament to the Governor in Council, often re- 
ferred to as “legislation by regulation,” is an essential part of Canadian 
regulation of food and its components, and probably constitutes the 
chief difference between the Canadian and the American systems. 


Like the United States, Canada has a basic adulteration provision 
as well as a broad delegation of power to promulgate food standards. 





* Curran, Canada’s Food and Drug Laws “1D. L. R. 706 (1934). 
(CCH Products Company, 1953). 
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However, the term “adulteration,” as it is used in the Canadian act, 
has a much more restricted meaning than in the United States. Sec- 
tion 4 of the 1954 act covers adulteration and forbids, among other 
things, the sale of an article of food that “has in or upon it any 
poisonous or harmful substance” or “is adulterated.”” But this section 
is apparently of much less magnitude than Section 24, which gives the 
Governor in Council an unlimited power to enlarge or decrease the 
scope of the statutory provisions of the act.“ Among its numerous 
other provisions, Section 24 also delegates to the Governor in Council 
the authority to prescribe food standards, as well as to make up lists 
of permissible preservatives and other types of additives.** Division 
16 of the regulations divides the permissible preservatives into four 
classes of chemicals, which can be used only when a particular food 
standard states that a preservative of a stated class is allowed. The 
existence of such lists greatly simplifies the task of prosecution for 
violations. Complicated issues of possible toxicity, well known to 
United States enforcement officials, become wholly irrelevant. The 
sole issue is whether or not the preservative or other alleged adulterant 
was present in the food and was not included in the list set up by 
the regulations. 


The making of standards by regulation under Section 24 is sur- 
rounded by much less complicated procedures than in the United 
States. No hearing is required, nor must industry advice be accepted. 
In practice, however, there is virtually always prior consultation 
between industry and the administration when regulations are drafted. 
The suggestion of the need for a standard often-comes from the 
industry itself, but may also originate with a professional group, or 





* Canadian Food and Drugs Act of 1954: 

“24. (1) The Governor in Council may 
make regulations for carrying the purposes 
and provisions of this Act into effect, and, 
in particular, but not so as to restrict the 
generality of the foregoing, may make 
regulations 

(a) declaring that any food or drug 
or class of food or drugs is adulterated if 
any prescribed substance or class of sub- 
stances is present therein or has been 
added thereto or extracted or omitted 
therefrom; 

““(b) respecting 


“(iv) the use of any substance as an 
ingredient in any food, drug, cosmetic or 
device, 

“to prevent the consumer or purchaser 
thereof from being deceived or misled as 


to its quantity, value, composition, merit 
or safety or to prevent injury to the health 
of the consumer or purchaser; 

“(c) prescribing standards of composi- 
tion, strength, potency, purity, quality or 
other property of any article of food, drug, 
cosmetic or device; 


**(j) exempting any food, drug, cosmetic 
or device from all or any of the provisions 
of this Act and prescribing the conditions 
of such exemption... .” 

* Regulations: 

**B.16.001. No person shall 

(a) use as a preservative in or upon 
food or 

““(b) sell as a preservative for food 
“any substance other than those desig- 
nated in this Division as Class I, Class II, 
Class III, or Class IV preservatives."’ 
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even within the Department of National Health and Welfare. The 
decision on what the standard should be usually emerges from informal 
consultations or correspondence with those to be afiected by it. A 
draft of the proposed standard is then prepared and submitted to the 
affected industry to ascertain the extent of its acceptance and to iron 
out complaints. 


When this is completed, the standard is put into legislative 
form and submitted by the Minister of National Health and Welfare 
to the Governor in Council for enactment. 


On the question of permitting a new food additive, the Canadian 
authorities place much emphasis on the requirement of “functionalism”— 
that is, the additive must serve a useful purpose and improve the 
product without fraud or deception. While there is a strong tendency 
of agency authorities to say “no” to a new food additive rather than 
to approve, the manufacturer or processor can always appeal their 
decision directly to the Minister of National Health and Welfare. 
His concurrence with the agency decision, however, is final. 


Due to the essentially legislative character of the regulations made 
by the Governor in Council, there is little possibility for judicial review 
of their substance. Apparently, their only vulnerability is to an attack 
on the constitutionality of the delegation of power to the Governor 
in Council to promulgate a particular regulation, as in the above- 
mentioned Standard Sausage case. In that case,** the appellant was 
prosecuted under the 1927 Food and Drugs Act for using an adulterant 
—sulphur dioxide—in the manufacture of sausages. He challenged the 
constitutionality of the sections of the act under which he was prose- 
cuted, as beyond the authority granted to the dominion Parliament 
by Section 91 of the British North America Act. The British North 
America Act gives exclusive authority to the national government 
to legislate in respect to “the criminal law . . . including the pro- 
cedure in criminal matters.” 


The court affirmed the conviction, stating that the sale of unfit 
and dangerous food has always been a criminal offense at common 
law and, hence, was a proper subject for regulation by the federal 
Parliament under its criminal powers: 

The primary object of this legislation is the public safety, protecting it from 


threatened injury. If that is its main purpose—and not a mere pretense for the 
invasion of civil rights—it is . . . valid. 





” Cited at footnote 46. 
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Pending Legislation on Food Additives 


For the past several years, there has been a growing body of 
authority advocating the passage of a “food-additive” amendment, 
though it is by no means unanimous. Recognition of this need has 
created some strange allies in behalf of such legislation, though some 
of them are poles apart insofar as the substantive provisions of such 
a bill are concerned. Certain consumer groups feel that existing legis- 
lation is inadequate to cope with the rapidly increasing use of new 
food additives. Manufacturers of standardized foods, long critical of 
the delays and protracted hearings necessary in amending existing 
food standards, feel that a new food-additive bill would take off some 
of the pressure and allow simplification of the amendment procedure. 


Other members of the food industry would welcome a bill which 
would enable them to know in advance that a food additive was 
acceptable to FDA rather than undergo the uncertainties of possible 
seizure and criminal prosecution at any time. 


Today there are more than a dozen “food-additive bills” pending 


before the United States Congress. Of this number, less than half 
are still receiving consideration.*° What are the salient provisions 
of these bills? The first proviso, common to all of them, is a definition 
of the term “new food additive” with which to amend Section 201 
of the Food, Drug, and Cosmetic Act. This appellation has replaced 
“chemical additive” in the older bills. These definitions are very 
broadly worded, in order to include virtually any substance which 
might appear in or on the food at any time and which is not generally 
recognized, among experts qualified by scientific training and experi- 
ence to evaluate such a substance, as safe for its intended use. Beyond 
this primary definition, the bills differ in character and scope. Hence, 
remaining salient provisions of each of the major pending bills will 
be discussed in the order of their introduction in the Eighty-fourth 
Congress. 


The Delaney bill, H. R. 4475, constitutes the closest approach to 
the procedures under the existing new-drug section." It provides for 





*” Among the bills still receiving consid- Bills which have been superseded are 
eration are H. R. 4475, H. R. 7605 (with H. R. 4099, H. R. 4100 and H. R. 5927 
which H. R. 7606 is identical), H. R. 7607 (84th Cong., 1955-1956). 

(with which H. R. 7764 is identical), H. R. "52 Stat. 1052 (1938), 21 USCA Sec. 505 
8271. H. R. 8275 and H. R. 8748. (Supp., 1955). 
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Section 301(j) secrecy * as to all data submitted under the new Section 
409, as well as adding as a prohibited act “the introduction or delivery 
for introduction into interstate commerce of any article in violation 
of Section 409.” Unlike the other bills, H. R. 4475 retains the existing 
adulteration sanctions of Section 402(a) (1) and 402(a) (2), and supple- 
ments these with its new procedures. The main portion of the bill, 
which would become Section 409 of the Food, Drug, and Cosmetic 
Act, sets out the entire procedure for obtaining approval of a new 
additive. In short, complete technical and clinical data must be sub- 
mitted to the Secretary of Health, Education, and Welfare.* His 
approval or disapproval, to be based on safety and usefulness to the 
consuming public, is due within 90 days. Either the applicant or the 
Secretary can require submission of the data to an advisory committee, 
which committee has an additional 90 days to make its recommenda- 
tions to the Secretary. The Secretary then has 30 days to issue his 
final order. A hearing must thereafter be held on the written objec- 
tions of any person adversely affected, and the resulting order is 
subject to the limited judicial review ™ provided by Section 505(h), 
the new-drug section. 


H. R. 7605, introduced by Congressman Priest, retains substan- 
tially the same definition and secrecy requirements as the Delaney 


bill, but has a different scheme of enforcement. A “new food additive” 
is removed from the sanctions of Sections 402(a)(2) and 406(a) (but, 
apparently, not from that of Section 402(a)(1)) and can be found 
adulterated only if used in violation of the regulations promulgated 
for its use or if otherwise found unsafe under the new Section 409. 
Once the additive has met approval under the new section, it is no 
longer subject to the Section 406(a) provisions for setting administra- 
tive tolerances for poisonous ingredients. Under the proposed new 
Section 409, together with the technical and clinical data, the applicant 
submits a proposed regulation governing use of the new additive. 





Sec. 301 makes the following a pro- ment of intended use, and function to be 


hibited act: 

“(j) The using by any person to his 
own advantage, or revealing, other than 
to the Secretary or officers or employees 
of the Department, or to the courts when 
relevant in any judicial proceeding under 
this Act, any information acquired under 
authority of section 404, 505, 506, 507, or 
704 concerning any method or process 
which as a trade secret is entitled to pro- 
tection."’ 

™ The usual requirements for technical 
and clinical data are as follows: (1) state- 


served; (2) reports of investigation for 
acute and chronic toxicity; (3) chemical 
composition of the additive; (4) statement 
of such methods of quantitative analysis 
as are known; (5) sample of the additive 
to the Secretary: (6) directions, recom- 
mendations and suggestions for proposed 
use; and (7) if the additive is poisonous, 
residual quantities which remain on food 

“See Universal Camera Corporation v. 
National Labor Relations Board, cited at 
footnote 42. 
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Within 30 days, this proposed regulation is to be published by 
the Secretary, for the purpose of allowing interested parties to submit 
their views on it. The Secretary is specifically directed to approve 
and issue the regulation “Whenever scientific data . . . establishes 
the reasonable probability that such new food additive can be 

[so used] . . . without rendering the food on which it is used injuri- 
ous to health.” In spite of the objective wording of this clause, the 
discretion to approve or disapprove apparently remains with the 
Secretary, as the succeeding paragraph sets out three relevant factors 
on which he is to base his “opinion’”—(1) probable consumption of 
the additive on the food for which it is intended, (2) cumulative effect 
in the diet of man and (3) ample safety margin in interpolating the 
animal safety data. Within 30 days after the issuance of the regulation, 
or notification to the applicant of disapproval, any person adversely 
affected may file objection and request a hearing thereon. Following 
the hearing, the Secretary again has the opportunity to order the 
issuance or denial of the regulation. However, at this point, his order 
must be based on substantial evidence of record at the hearing and 
is subject to judicial review in the court of appeals at the instance 
of anyone adversely affected. 


H. R. 8271 and H. R. 8275, the identical O’Hara and Priest bills, 
are noted for two main provisos—inclusion of the limited “grandfather 
clause” * and use of the declaratory judgment. 


The grandfather clause appears in the definition section, exempt- 
ing from the category of “new food additives” any substance whose 
use was duly authorized by a government agency prior to January 
1, 1956. Not being new food additives, such substances would still 
be covered by the existing adulteration sections. The inclusion of 
definitions of the terms “safe for use” and “conditions of its intended 
use” is necessary to eventual court trial of the safety issue, as these 
bills specifically aim at preventing administrative finality. After pro- 
viding for Section 301(j) secrecy, the bills add as a new prohibited act 
“a violation of Section 409(f).” Creation of such a new prohibited 
act was essential, as a subsequent clause amending Section 402 removes 
a “new food additive” from the existing adulteration sanctions. This 
prohibition would only apply to one who, after an adverse opinion 
by the Secretary, would ship the substance in commerce within the 





The term ‘‘grandfather clause’’ is the restrictions on suffrage all descendants of 
popular designation of provisions in the men who voted before 1867 (Common- 
Constitution of some of the southern states wealth Air Transport v. Stuart, 196 S. W. 
that exempt from property and literacy (2d) 866, 869, 303 Ky. 69 (1946)). 
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60-day waiting period. The proposed new Section 409 eliminates ad- 
ministrative finality such as now exists as to new drugs. The pre- 
testing data need only be submitted to the Secretary for his “opinion” 
as to its safety. After the Secretary issues his opinion, either he or 
the applicant may institute an action in the district court under the 
Declaratory Judgments Act for trial de novo of all factual issues 
pertaining to the safety of the proposed “new food additive.” In the 
event no such action is instituted, regardless of the Secretary’s opinion 
as to the safety of the additive, the applicant may nonetheless intro- 
duce it into interstate commerce after a lapse of 60 days. In short, 
the substantive provisions of these bills require but three things 
prior to shipping an additive in commerce: (1) adequate pretesting 
to show safety for use, (2) submission of the pretesting data to the 
Secretary and (3) allowing of sufficient lapse of time for the Secretary 
to evaluate the data. 


Representative Miller introduced the final bill under discussion, 
H. R. 8748. This bill grants a blanket “grandfather clause” exemption 
from the “new food additive” definition to any substance in use prior 
to January 1, 1956, “which presents no reasonable probability of injury 
to health.” The remainder of the definition section and the secrecy 
section roughly parallel the corresponding provisions of H. R. 8271 
and H. R. 8275. A new food additive which has been found “safe 
for use” is exempted from the adulteration sanctions of Section 402. 
However, an addition to Section 201 creates a new prohibited act— 
that is, sale in interstate commerce of a new food additive in violation 
of a regulation, published by the Secretary, setting forth conditions 
©. its use. The proposed new Section 409 lists the requisites for finding 
an additive “safe for use.” First, the applicant must submit all of the 
technical and clinical data. The Secretary then makes an evaluation 
within 90 days, basing his opinion on “relevant health factors.” If 
the Secretary's opinion is adverse to the additive, the applicant may 
request referral of all pertinent data to an advisory committee. Such 
a committee’s appointment and functions would be substantially the 
same as is now provided by the Pesticide Amendment, Section 408. 
After receiving the report of recommendations of the advisory com- 
mittee, the Secretary has 30 days to make public a regulation specify- 
ing terms of use. Any person adversely affected by this regulation 
may request a public hearing on his objections. Upon the basis of 
findings at such hearing, the Secretary shall make a new regulation, 





% 28 USC Sec. 2201 (1949). 
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the validity of which may be tested by judicial review in the court of 
appeals. Findings of the Secretary with respect to questions of fact 
shall be sustained if supported by substantial evidence. 


Comments on Bills 


Having examined the important substantive and procedural pro- 
visions of these bills, it now becomes pertinent to make certain 
observations as to their mode of operation. First, the definitions in 
all of the bills include as “new food additives” substances not recog- 
nized as safe among experts qualified by scientific training and experi- 
ence to evaluate the safety of food. A similar definition in the existing 
new-drug section has never been subjected to serious challenge. But 
nonetheless a question remains as to who is to make the final deter- 
mination as to whether or not a substance is a “new food additive.” 


Assuming a seizure action under either of the first two bills 
mentioned above (H. R. 4475 and H. R. 7605), which, in effect, 
provide for prelicensing, the legislative intent can be defeated.” After 
seizure, the claimant need only come forward and allege that the 
substance is mot a “new food additive”—that is, that its safety is 
recognized by qualified scientific experts. Once this jurisdictional fact 
would be so put in issue, the government would have to assume the 
burden of proving that it is a new food additive. This burden could 
easily prove just as difficult as a proceeding under the existing adulter- 
ation provisions of Section 402. It would thus seem advisable for 
Congress to give some degree of finality to an administrative deter- 
mination that a substance is a “new food additive.” 


Another important question under all of these bills is whether 
the Secretary can properly concern himself with “functionalism,” or 
the extent of usefulness for the alleged purpose. This requirement 
has been applied for many years in Canada, but industry’s position in 
the United States is that safety alone is the relevant regulatory test— 
once safety has been ascertained, use of the additive is within the sole 
discretion of technologists and executives of the affected industry 


Proponents of this argument point out that the basic underlying 
legislative policy of our Food, Drug, and Cosmetic Act is to prevent 





"The great purpose of this legislation Health, Education, and Welfare, Before a 
is to prevent injury; not to punish some Subcommittee of the House Committee on 
shipper after the harm has been done."’ Interstate and Foreign Commerce on 
(Statement of William W. Goodrich, As- Chemicals in Food Legislation, 84th Cong. 
sistant General Counsel, Department of  (1956)). 
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injurious adulteration or misbranding of products and that it was 
never intended to allow government dictation of what foods shall be 
consumed. “Where such controls are imposed,” they say, “scientific 
creative genius withers.” Advocates of the functionalism requirement 
point out, on the other hand, the virtual impossibility of eliminating 
all risk to humans from use of the so-called “fringe” chemicals—that 
is, those whose safety is not assured and whose toxicity cannot be 
affirmatively shown. Excellent support for this point of view is given 
in an article entitled “Chemical Preservation of Foods and Its Im- 
portance for Human Health—Pharmacological Comments” by Fritz 
Eichholtz in the April, 1955 issue of Foop Druc Cosmetic Law JourNAL.™ 
The author points out that there can be no absolute determination of 
safety. While any given chemical, tested by itself, may have no toxic 
effect on the human body, the effect may be entirely different when it 
combines with another chemical ingested through another food. For 
example, there are chemicals in use whose toxic effect is increased 
from ten to 30 times by the consumption of alcoholic beverages * or 
whose toxicity is multiplied by a mere deficiency of certain substances 
in the normal diet. How, then, can a toxicologist determine the reason- 
able probability of safety of any chemical substance without investi- 
gating, as well, its correlative effect with the hundreds of other 
chemicals with which it may come in contact? The logical conclusion 
to this argument would be to require proof of functional value, as well 
as apparent safety, for all chemicals which are not plainly harmless 


substances. 


By far the most controversial phase of the pending bills concerns 
the question of administrative finality subject only to the ‘ 
evidence” test of the Universal Camera case, or de novo court review. 
This is the same issue that plagued the Congressional hearings of the 
1930’s on the passing of our present Food, Drug, and Cosmetic Act.* 


‘substantial 


In short, the question is whether the ultimate decision as to safety 
should be made within the agency on the basis of its hearing or 
whether all of the conflicting scientific evidence should be presented 
in a court trial by means of a declaratory judgment or injunction 
action. Those who advocate the making of the ultimate decision 
within the administrative process hold that—to be reasonably sure of 
safety—the scientists must exercise a large measure of judgment, the 





* Vol. 10, p. 206. “Dunn, Federal Food, Drug, and Cos- 
® Calcium cyanamide and aniline deriva- metic Act: A Statement of Its Legislative 
tives. Record (1938), pp. 1179 and following 
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soundness of which often is more to be felt than proved. One of the 
top authorities on administrative law has stated as follows: ™ 


The advantage of the administrative process here over its judicial counter- 
part is that the administrative oflicials are concentrating their whole activity 
upon the problems of which the single case is merely an element, and so they 
are likely to perceive the important implications of the superficially insignificant 
controversy—while the judges, on the other hand, necessarily see the case only 
as an isolated bit of litigation, one among the many of different types which are 
brought before them for disposition. 


In a later passage, the same author says: 


To these several factors, which have made for the choice of the administra- 
tive over the judicial or legislative--the need for expertness, the need for 
specialization and continuity, the desirability of sympathetic administration—may 
be added a fourth consideration, the tremendous volume of cases to be decided. 
This often imperatively calls for the substitution of the administrative for the 
judicial tribunal, lest the courts be so overborne by the mass of business that 
they find themselves unable to perform their important and traditional tasks. 

Finally, the proponents of administrative finality maintain that 
the procedural guarantees of FDA itself, as well as those of the 
Administrative Procedure Act, constitute a sufficient “bill of rights” 


for any private party appearing before an agency hearing. 


Industry, on the other hand, recognizes the value of agency 
expertise, but staunchly maintains its right to de novo court review 
of adverse agency decisions. This insistence on keeping the courthouse 
door open is not so much to promote litigation as it is to make the 
agency so conduct its hearings that no litigation will be necessary. 
It is based on the age-old ideal of a government of laws and not of 
men. While industry is fully cognizant of the excellent administrative 
job done in the past by FDA under its present enabling statute, it 
nonetheless wants to safeguard the future statutory scheme against 
any possible administrative malfunctioning, arbitrary or capricious 
action or equally important failure to act. As to the alleged protection 
offered by the safeguards of the Administrative Procedure Act, it can 
be shown that this is more illusory than actual. Under Section 2(d) 
of the Administrative Procedure Act, the agency hearing contem- 
plated by a Delaney-type statute (H. R. 4475) would presumably 
constitute “adjudication.” Administrative Procedure Act Section 5 
purports to apply “in every case of adjudication required by statute 
to be determined on the record after opportunity for an agency hear- 





“« W. Gellhorn, Federal Administrative 
Proceedings (Johns Hopkins University 
Press, 1941), pp. 1-14. 
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ing.” Thus, at first glance, it might be assumed that all of the pro- 
cedural guarantees of Administrative Procedure Act Sections 5, 7-8 
and 11 would apply. However, the third exception to Administrative 
Procedure Act Section 5 could very well negate this assumption, as it 
exempts all “proceedings in which decisions rest solely on inspections, 
tests, or elections.” Another illusory safeguard of the Administrative 
Procedure Act rests in the fact that while the “separation of func- 
tions” provisions are aimed at averting a biased hearing examiner, 
the Administrative Procedure Act nonetheless recognizes the right of 
the agency head or a designated subordinate employee to conduct the 
hearing. Even when an Administrative Procedure Act Section 11 
hearing examiner actually does conduct the hearing, the agency need 
not adopt the same criteria for decision used by the examiner, and 
may reverse him, for Administrative Procedure Act Section 8 author- 
izes the agency itself to make the decision. One recent case says 
that the weight of the agency decision is the same, whether it adopts 
the initial decision of a hearing examiner or holds contra to it.** From 
the private party’s point of view, this could easily result in giving of 
excess weight to the evidence presented by the government, especially 
in cases involving asserted toxicity of a new ingredient. Industry’s 
fears, in this controversy, are well illustrated by the words of Justice 
Douglas: “ 


Unless we make the requirements for administrative action strict and 
demanding, expertise, the strength of modern government, can become a monster 
which rules with no practical limits on its discretion. Absolute discretion, like 
corruption, marks the beginning of the end of liberty. 


Conclusion 


There is apparently little hope of reaching any agreement on a 
“food-additive” amendment in the immediate future. While all parties 
are in accord on the general principles of required pretesting and 
demonstration of safety, there remains the dilemma of who is to be 
the final arbiter in the small percentage of cases which may be carried 
beyond the administrative process—the agency or the court. A future 
solution to this problem, which today seems to defy compromise, will 
provide another great milestone in the history of our 50-year-old 


food law. [The End] 





@ Federal Communications Commission @ New York v. U. 8., 342 U. S. 882 (1951). 
v. Allentown Broadcasting Corporation, 349 
U. S. 358 (1955). 
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Monthly Report, Issued July 20.— 
Federal court seizures removed nearly 
200 tons of unfit food from the market 
in June, the Food and Drug Adminis- 
tration has reported. Of this amount, 
ten tons consisted of beans contami- 
nated with a fluorine rat poison; the 
rest of the seized food was filthy or 
decomposed. 


An additional ten tons of food were 
seized to protect consumers’ pocket- 
books. Two shipments involved cocoa 
powder—one adulterated with ground 
cocoa shells, the other with cottonseed 
flour. Consignments labeled “Pure Olive 
Oil” and “An Excellent Blend of Choice 
Corn Oil and Virgin Olive Oil” were 
seized for alleged cottonseed-oil sub- 
stitution. The Administration also re- 
ported seizure of a “cheese and butter 
mineral,” which is not a legal ingredient 
of cheese or butter. 


Among the drugs and devices seized 
in June were two lots of clinical ther- 
mometers giving inaccurate readings. 
Also seized was an uncertified anti- 
biotic for use in animal feed. 


Drugs valued at more than $146,000 
were voluntarily removed from the 
market and were destroyed by their 
owners during June. Some of the lots 
had deteriorated during storage; others 
were recalled by manufacturers after 
scientific tests showed that injury might 
result to users. 

Sixty-six tons of unfit foods were 
destroyed by dealers, and nine tons 
were reprocessed to remove contami- 
nants, according to FDA's report. More 
than 3,200 tons of flood-damaged shelled 
corn were converted into industrial 
alcohol. 


Seventeen criminal-prosecution cases 
and an injunction were terminated in 
federal courts in June. One was based 
on house-to-house sales of a food sup- 
plement, which the canvasser was offer- 
ing for treatment of serious disease 


conditions. The injunction permanently 
restrains shipment of a mineral com- 
pound labeled with misleading veteri- 
nary claims. 


Peter J. Farago, M. D., Appointed 
as Deputy Medical Director.—On Au- 
gust 11, Dr. Albert H. Holland, Jr., 
Medical Director of the Food and Drug 
Administration, announced the appoint- 
ment of Peter J. Farago, M. D., as 
depiity medical director. The Admin- 
istration’s Bureau of Medicine is re- 
sponsible for advising it on all medical 
questions involved in enforcement of 
the Federal Food, Drug, and Cosmetic 
Act. The bureau also assists in the 
development of medical evidence in 
court cases involving adulterated and 
misbranded products, and it administers 
the new-drug provisions of the Act, 
which require review of safety data on 
all new drugs prior to marketing. 


Dr. Farago came to FDA from the 
Abbott Laboratories, North Chicago, 
where he had been a member of the 
medical department doing clinical in- 
vestigative work on new drugs for 
thre: years. Since 1947, he had also 
been clinical instructor in medicine at 
the University of Illinois. Before join- 
ing Abbott, Dr. Farago was in private 
practice in Chicago and on the staff of 
the Presbyterian Hospital. Prior to 
that, he spent 21 months in the Army 
Medical Corps; first, he served as chief 
of the general medicine section of Percy 
Jones Army Hospital and, later, as 
chief of the professional division for 
Fifth Army Headquarters. 


He was graduated from the Univer- 
sity of Michigan Medical School in 
1946. He served his internship and 
three-year residency in internal medicine 
at the Presbyterian Hospital prior to 
his military service. 


Ext D&C Red No. 14—Temporary 
Special Use.—The Food and Drug Ad- 
ministration has added a footnote to 
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the regulations listing specifications for 
coal-tar color Ext D&C Red No. 14, 
formerly known as FD&C Red No. 32. 
It points out that, pursuant to a new 
1956 law, this color may be used tem- 
porarily for coloring the skins of oranges. 


Reorganization.—The Food and Drug 
Administration has been reorganized, 
effective August 25, 1956, to consist of 
the Office of the Commissioner and 
five bureaus. In the Office of the Com- 
missioner are the Division of Admin- 
istrative Management and the Division 
of Federal-State Relations. The bureaus 
include the Bureau of Enforcement, the 
Bureau of Medicine, the Bureau of Bio- 
logical and Physical Sciences, the Bureau 
of Field Administration and the Bureau 
of Program Planning and Appraisal. 


Defense food and drug responsibilities 
are described as follows in the new 
rules: 


“(a) Plan a national program, con- 
duct research, develop technical guid- 
ance for States, and direct Federal 
activities designed to meet the extra- 
ordinary needs for food and drug in- 
spection and control in attacked areas. 


“(b) During a civil defense emer- 
gency, employ temporarily additional 
personnel without regard to the civil 
service laws as may be required to 
meet the civil defense requirements of 
an attack or of an anticipated attack, 
subject to such departmental adminis- 
trative policies and procedures as may 
be issued to govern emergency operations. 


“(c) During a civil defense emer- 
gency, incur such obligations on behalf 
of the United States as may be re- 
quired to meet the civil defense require- 
ments of an attack or of an anticipated 
attack, subject to such departmental 
fiscal policies and procedures as may be 
issued to govern emergency operations. 


“(d) Disseminate such civil defense 
information as may be approved from 
time to time by the Federal Civil De- 
fense Administration.”—Reported in CCH 
Fooo Druc Cosmetic Law Reports, 
August 22, 1956. 
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Legislation Helping FDA.—On Au- 
gust 6, Marion B. Folsom, Secretar) 
of Health, Education, and Welfare, 
issued a statement summarizing the 
benefits of health legislation enacted 
by Congress during the past session. 
Of legislation affecting the Food and 
Drug Administration, Mr. Folsom said: 


“Several legislative actions were taken 
to give the Food and Drug Administra- 
tion a good start toward meeting more 
fully its responsibilities in protecting 
the health of consumers. A budget in- 
crease for additional staff was provided 
as well as authority for a new head- 
quarters building with modern labora- 
tories.” 

He also noted that the water pollu- 
tion control act was expanded and pro- 
vision was made for construction of a 
new building for dental research. 


In the Federal Trade 


Commission 


Promotional Allowances by Grocery 
Producers.— Nine grocery producers have 
been charged by the Federal Trade 
Commission with giving promotional 
allowances to favored grocery chains, 
indirectly through the major radio and 
television networks, in violation of the 
Robinson-Patman Act. It is alleged 
that the networks, serving as inter- 
mediaries, enter into agreements with 
grocery chains whereby, for free radio 
or television time, the chains agree to 
give in-store promotions to named prod- 
ucts in their stores located in the area 
reached by the network station used. 
With this additional promotion as extra 
inducement, the networks then allegedly 
solicit the grocery producers to buy 
radio or television time at regular rates. 
Included in the payments made by the 
producers to the networks, the com- 
plaints allege, is compensation for the 
in-store promotional services furnished 
by the participating grocery chains. 
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Chairman John W. Gwynne, in com- 
menting upon the action, stated that 
“the use of third party intermediaries 
does not absolve the manufacturer of 
his duty under the law to refrain from 
giving such allowances.” He noted 
that the actions taken do not mean that 
the nine charged firms are the only 
ones engaged in this practice, which, 
he said, is widespread; consequently, 
other similar actions are being contem- 
plated. 


Chain Drugstores—Order Ending Al- 
lowances.—A chain-drugstore corpora- 
tion has been ordered to stop “knowingly 
inducing or receiving” from suppliers 
promotional allowances which are not 
made available to its competitors. In 
this additional step taken by the Fed- 
eral Trade Commission “to prevent 
chain stores from receiving favored 
treatment from their suppliers in vio- 
lation of the law,” the Commission di- 
rected its order against a corporation 
with 1,350 retail stores—one of the 
Nation’s leading drug chains. 


The order was agreed to by the cor- 
poration and the Commission’s Bureau 
of Litigation under the Commission’s 
consent settlement procedure. An in- 
itial decision by Hearing Examiner J. 
Earl Cox, approving the settlement, was 
made final by the Commission. 


Acceptance of the order by the cor- 
poration was for settlement purposes 
only, and was not an admission of vio- 
lation of the law. 


Equal treatment of customers is pro- 
vided for by the Robinson-Patman 
Amendment to the Clayton Act. Sec- 
tion 2(d) of the law requires that if 
promotional allowances are given, they 
be made available to all competing cus- 
tomers on “proportionally equal terms.” 


The Commission, in a complaint issued 
March 6, had charged the corporation 
with inducing or receiving from sup- 
pliers special allowances in return for 
promotion of their products on its 
television shows. The complaint had 
alleged that the corporation “knew or 
should have known” that the allowances 
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were not being offered by the suppliers 
to its competitors. Receiving allow- 
ances under these conditions, the com- 
plaint had charged, is an unfair method 
of competition in violation of Section 
5 of the Federal Trade Commission 
Act. 


Included in the action is the corpora- 
tion’s wholly owned subsidiary adver- 
tising agency. 

The order is not to be construed to 
prohibit the subsidiary agency from sell- 
ing to others, including suppliers of the 
corporation itself, advertising time on 
TV or radio programs not sponsored 
by the corporation or not advertising 
its products. (Released August 5, 1956.) 
—Reported in CCH Trape RecuLatioN 
Reports § 26,137 (August 10, 1956). 


Approval of Consent Order Involv- 
ing Food Supplier—A company selling 
food products is prohibited from grant- 
ing promotional allowances to custo- 
mers except on “proportionally equal 
terms.” The company was one of 11 
food suppliers charged on November 
21, 1955, with violating Section 2(d) 
of the Robinson-Patman Amendment. 


The instant action is the Commis- 
sion’s adoption of an initial decision by 
Hearing Examiner Frank Hier approv- 
ing an order agreed to by the company 
and the Commission’s Bureau of Liti- 
gation. 

In the complaint, the food supplier 
was charged with giving certain store 
chains special allowances for the pro- 
motion of anniversary sales. The chains 
were charged with law violations, along 
with the 11 mentioned suppliers, in the 
November, 1955 action. The complaints 
against the chains alleged that they have 
induced special allowances from the 
suppliers which “they knew or should 
have known” were not being offered to 
their competitors. 

The instant order requires that if 
the supplier grants a promotional allow- 
ance to one customer, it must offer 
affirmatively, or otherwise make avail- 
able, allowances to “all competing cus- 
tomers on proportionally equal terms.” 
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The agreement is for settlement pur- 
poses only, and it does not constitute 
an admission by the company that it 
has violated the law. (Released August 
6, 1956.)—Reported in CCH Trave Recu- 
LATION Reports § 26,139 (August 10, 
1956). 


In the Courts 


Inadequate Direction for Use of 
Drugs.—In U. S. v. El Rancho Adolphus 
Products, Inc., Scientific Living, Inc. and 
Adolphus Hohensee, recently decided in 
the United States District Court for 
the Middle District of Pennsylvania, 
the defendants’ motion for an arrest 
of judgment or for a new trial was 
denied where the labeling of a number 
of shipments of drugs in interstate com- 
merce failed to bear adequate directions 
for use within the meaning of the Fed- 
eral Food, Drug, and Cosmetic Act. 
A drug’s labeling does not bear ade- 


quate directions for use unless it states 
the purposes and conditions for which 


the drug is intended and _ sufficient 
information to enable a layman intelli- 
gently and safely to attempt self-medi- 
cation. 


The full text of the opinion, except 
for the deletion of footnote material, 
foilows: 


“Acpert L. Watson, District Judge: 
The defendants found guilty by verdict 
of a jury on seven counts [the govern- 
ment withdrew the charges contained 
in counts 8 and 9 of the indictment] 
of misbranding of drugs in interstate 
commerce, 21 U. S. C. A. 331(b), move 
for arrest of judgment or for 
a new trial. 


“The trial covered a period of seven- 
teen days and presents a transcript of 
one thousand two hundred eighteen 
pages. 

“The defendants contend that the in- 
dictment fails to state facts sufficient to 
constitute an offense against the United 
States. The indictment charges the 
defendants with causing the introduc- 
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tion or delivery for introduction into 
interstate commerce of a number of 
shipments of drugs which were mis- 
branded, in the language of 21 U. S. C. A. 
352(f)(1), . . . by reason of the failure 
of their labeling to bear adequate direc- 
tions for use. An indictment charging 
the elements of the offense is sufficient. 
United States v. Debrow, 346 U. S. 374. 
The indictment further specifies that 
the directions for use were inadequate 
because they did not state the diseases, 
purposes, or conditions for which the 
drugs were intended to be used. In 
order that directions for use be ade- 
quate, a statement of the intended uses 
must be included. Alberty Food Prod- 
ucts, et al. v. United States, 194 F. 2d 
463. The reason for this requirement 
is clear. It enables a layman to at- 
tempt intelligently and safely self medi- 
cation. It is not sufficient that the 
labeling contain a minimum of informa- 
tion and the use of the drug be induced 
by collateral representations either oral 
or written. Adequate labeling is best 
suited to obtain the beneficent pur- 
poses contemplated by the Federal 
Food, Drug and Cosmetic Act, viz: 
broad protection of the consumer from 
misbranded drugs, and as a practical 
matter places no onus on those moti- 
vated by an honest belief that the 
claims made for their drug will be 
accomplished by its use. Since the 
Government in the indictment sub- 
stantially states the elements of the 
crime charged, it has charged an offense 
against the United States. 


“The defendants also contend that 
this Court is without jurisdiction of the 
offense charged. The offense was com- 
mitted within the Middle District of 
Pennsylvania. The offense did not take 
place where the lectures were given or 
the literature was distributed by the 
defendant Hohensee, as defendants con- 
tend, but where the drugs were intro- 
duced in interstate commerce, which 
was within the Middle District of Penn- 
sylvania. The tenor of the lectures and 
the excerpts from the literature were 
offered into evidence to show that the 
products in question were drugs and 
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to show their intended uses. There was 
substantial evidence from which the 
jury could find beyond a reasonable 
doubt that the articles were intended 
to be used as drugs when they were 
introduced into imterstate commerce. 
This Court did have jurisdiction. 


“Defendants’ motion in arrest of judg- 
ment must be denied. 


“Defendants argue that the verdict 
was contrary to law and the weight of 
the evidence. In considering the suffi- 
ciency of the evidence to sustain the 
verdict of the jury, this Court must 
take that view of the evidence which 
is most favorable to the government 
and must give to the government the 
benefit of all the inferences which rea- 
sonably may be drawn from the evi- 
dence. United States v. Toner, 77 F. 
Supp. 908. The verdict of the jury 
must be sustained if there is substan- 
tial evidence to support it. 


“A perusal of the record in the light 
of these principles satisfies the Court 
that the verdict of the jury must be 
upheld. It is not necessary to recount 
the evidence at this time. It is suffi- 
cient to say that there was ample sub- 
stantial testimony supporting no other 
reasonable hypothesis but that of guilt 
of the defendants. 


“Unless there was some error in the 
conduct of the trial the verdict of the 
jury must stand. The first error as- 
signed by the defendants is that the 
Court failed to rule on and to grant 
defendants’ motion for a bill of par- 
ticulars. Defendants’ motion for a bill 
of particulars was answered when Gov- 
ernment’s counsel supplied the requested 
particulars. No objection was made 
at the time as to the sufficiency of the 
information given nor was any objec- 
tion made at any later time until a 
motion for a new trial was filed. 


“Moreover, the indictment in each 
count refers to specific shipments of 
the products on designated dates to 
designated destinations. Thus, the in- 
formation contained in the indictment 
and the information given defendants 
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in response to their request for a bill 
of particulars enabled them to pre- 
pare their defense, the traditional pur- 
pose for which a bill of particulars is 
allowed. Norris v. United States, 152 
F. 2d 808. 


“The next reason advanced by the 
defendants in support of their motion 
for a new trial is that the Court erred 
in granting the Government additional 
peremptory challenges even though 
counsel for the defendants stipulated 
that the Government should nave addi- 
tional challenges. The defendants argue 
that this stipulation was entered into 
without the presence of the defendant, 
Hohensee. 


“In spite of the cases cited by defend- 
ants to the broad effect that a defend- 
ant must be present at all proceedings 
after an indictment is returned, later 
cases hold that the right is not so 
sweeping. It is apparent that in every 
bench conference between Court and 
counsel, the defendant has no voice, 
and in effect is not present even though 
rulings may be made which vitally 
affect him. In the Third Circuit, per- 
haps the leading case on the subject 
is United States v. Johnson, 129 F. 2d 
954 (C. A. 3, 1942), where the Court 
made an exhaustive analysis of prece- 
dent to determine the propriety of the 
exclusion of defendant for a portion of 
the proceedings, in that case during 
argument on a point of law. 


“There are occasions during the pro- 
ceedings after an indictment is returned 
when it is not necessary that the de- 
fendant be present. Johnson v. United 
States, 318 U. S. 189, and a conference 
at which the number of peremptory 
challenges is agreed upon by stipula- 
tion is one of those occasions. A de- 
fendant in a criminal case is bound 
by the stipulation of his counsel, and 
his specific assent is needed only as 
to waiver of his constitutional or other 
‘substantial’ legal rights. Himmelfarb 
v. United States, 175 F. 2d 924 (C. A. 9, 
1949). It has repeatedly been held that 
the peremptory challenges are gov- 
erned by statute and not by the Con- 
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stitution. United States v. Macke, 159 
F. 2d 673 (C. A. 2, 1947). 


“The defendants also contend that 
the Court erred in permitting counsel 
from the Food and Drug Administra- 
tion to take part in the conduct of the 
case. 

“Defendants argue that Mr. Risteau 
of the Department of Health, Educa- 
tion, and Welfare was improperly per- 
mitted to take part in the trial of the 
case, even though during the trial, 
documents were submitted showing his 
appointment as a special assistant to 
the United States Attorney. A similar 
factual situation was held not to con- 
stitute error, William v. United States, 
218 F. 2d 276 (C. A. 4, 1954). 


“The defendants also contend that the 
order of closing argument was improper. 


“Defendants cite a number of state 
cases to the effect that their counsel 
should have been entitled to present 
their closing argument after at least a 


portion of the argument of Government 


counsel. The practice in this District 
is for the complaining party to present 
its entire closing argument after argu- 
ment of the defendant, unless the de- 
fendant presents no evidence, in which 
case the defendant argues last. Since 
defendants here presented evidence, they 
can make no complaint. In fact there 
was no complaint until the filing of 
their amended motion for new trial. 
It would seem apparent that, in the 
absence of any request for rebuttal 
at the trial, defendants have no stand- 
ing to complain at this time. Further- 
more, the order of argument is entirely 
within the Court’s discretion. Hardie 
v. United States, 22 F. 2d 803, cert. 
denied 276 U. S. 636. 


“The defendants also contend that 
the Court erred in submitting a copy 
of the indictment to the jury which 
copy did not include the portions relat- 
img to the prior conviction of the De- 
fendant Hohensee. 

“Defendants argue that the allega- 
tions of the previous conviction of the 
Defendant Hohensee in the indictment 
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were improper, in that the prior con- 
viction was a matter only to be con- 
sidered by the Court in imposing 
sentence, and that it was error to sub- 
mit the indictment to the jury without 
the portions relating to the prior con- 
viction. At the trial counsel argued that 
cases under the Prohibition Act of the 
1920’s were not applicable in the pres- 
ent situation because of a specific pro- 
vision in that law for the pleading 
and proof of prior convictions. 


“The practice of alleging and prov- 
ing prior convictions in order to permit 
the imposition of an increased penalty 
has been followed under a variety of 
statutes. The case most directly in 
point is United States v, Berkowits, 45 
F. Supp. 564 (W. D. Mo., 1942), a case 
under the Fair Labor Standards Act 
of 1938, where the court cited exhaust- 
ive authority for the proposition that 
a prior conviction must be both alleged 
and proved. In that case, as in the 
present one, the contention was made 
that the proper method of handling the 
problem was to permit the first convic- 
tion to be brought to the attention of 
the court in an informal manner, and 
it was this argument that the court re- 
jected in its ruling. 


“With respect to the omission of the 
allegations of prior conviction from the 
indictment sent to the jury, such alle- 
gations were alleged and proved until 
the Court of Appeals for the Second 
Circuit held in United States v. Modern 
Reed and Rattan Co., Inc., 159 F. 2d 
656 (C. A. 2, 1947), cert. den. 331 U. S. 
831, that it was error to bring to the 
attention of the jury a prior conviction. 
While there are no reported decisions 
on the point, it would seem that there 
could be no possible prejudice to a 
defendant in keeping from the jury the 
fact of the prior conviction until after 
the return of a verdict on the instant 
trial. See Rule 52(a), Rules of Crimi- 
nal Procedure. 

“The defendants also argue that the 
Court made several errors in ruling on 
evidence. 
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“Defendants’ objections to the evi- 
dence are based upon a number of 
general grounds. 


“The first of those relates to the admis- 
sibility of the testimony of the witnesses 
Barnes, Eichenauer, and Megaarden as 
to their conversations with the De- 
fendant Hohensee when making ar- 
rangements for the shipment of the 
El Rancho Adolphus products to the 
store of Barnes and Eichenauer. Since 
these conversations were for the very 
purpose of arranging for the goods to 
be shipped, they could not have taken 
place after the shipment as stated by 
defendants. 


“Hohensee’s conversations with these 
witnesses were relevant to show his 
connection with the shipment of the 
misbranded drugs from Scranton to 
Phoenix and Denver. Other evidence, 
including bank records, the stipulation 
as to Hohensee’s Presidency of Scien- 
tific Living, Inc., and his common address 
with the corporations all show his rela- 
tionship with those corporate defendants. 

“Still other evidence, including the 
transportation records and labels on 
the containers of the drugs, were pre- 
sented to tie in the corporations with 
the violative shipments. Cf. Strong, 
Cobb & Co., Inc. v. United States, 103 
F. 2d 671 (C. A. 6, 1939). This evi- 
dence is all independent of any con- 
versation which Hohensee may have 
had with any of the witnesses in question. 

“The Government showed that the 
content of the lectures was proved to 
establish the uses for which the articles 
were intended from the time of ship- 
ment until they were disposed of to the 
public. 

“Defendants also argue that the 
samples supplied by the witnesses 
Barnes and Ejichenauer to food and 
drug inspectors were obtained in vio- 
lation of Section 704 of the Federal 
Food, Drug, and Cosmetic Act (21 
U. S. C. 374) which, when the samples 
were picked up iri 1952, had not been 
amended to its present form. 


“The former Section 704 conferred 
upon the inspectors of the Food and 
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Drug Administration the power to 
enter, after obtaining permission of the 
owner, operator, or custodian of any 
‘establishment’ where ‘drugs’ were ‘held’ 
after their introduction into interstate 
commerce, and to make inspections 
necessary for the enforcement of the 
Act. This right to make inspections 
has been held, in conjunction with 
Section 702(b), 21 U. S. C. 372(b), to 
include the right to obtain samples. 
United States v.75 cases * * * Peanut 
Butter, 146 F. 2d 124 (C. A. 4, 1944) 
cert. den. 325 U. S. 356. 


“In the present case it is undisputed 
that Barnes and Ejichenauer willingly 
gave the inspectors permission to in- 
spect and to take samples. Defendants 
argue, however, that a sample taken 
according to the above statutory pro- 
cedure can only be used in evidence 
against the person in whose establish- 
ment it is found and who gave per- 
mission. They further contend that its 
use against any other person is in viola- 
tion of the Fourth Amendment. It is 
well-established, however, that a person 
cannot complain under the Fourth 
Amendment when a third person con- 
sents to a search of property belonging 
to the defendant but in the possession 
of the third person. United States v. 
Walker, 197 F. 2d 287 (C. A. 2, 1954). 
In the present case, the property sampled 
by the inspectors did not even belong 
to defendants. 


“It is apparent that if any other view 
were adopted, it would be virtually im- 
possible to bring a criminal action 
under the Act. For Section 331(a), 
21 U. S. C, makes it a violation of 
the Act to introduce or deliver for 
introduction into interstate commerce 
a drug that is misbranded. Since the 
Government must prove the existence 
of the violative article by sampling, and 
since the article will never, after its 
introduction into interstate commerce, 
be in possession of the one who has 
introduced it, the shipper would never 
be on hand to give permission to sample 
an article. Section 704, even before 
amendment, was clear enough in au- 
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thorizing sampling at destination with 
permission obtained from the person 
then in possession. Here the inspectors 
obtained permission from the owner, 
operator, or custodian of the premises 
where the samples were obtained. As 
pointed out above, their action was in 
no way improper. 

“The defendants next contend that 
the Court erred in instructing the jury 
that intent is not an element of the 
offenses charged. 


“It is well established that it is not 
necessary to allege or prove guilty 
knowledge or intent in cases brought 
under the Federal Food, Drug, and 
Cosmetic Act. In the leading cases on 
this point, United States v. Dotterweich, 
320 U. S. 277, 285-286, the Supreme 
Court stated: 

“* * * Hardship there doubtless 
may be under a statute which thus 
penalizes the transaction though con- 
sciousness of wrongdoing be totally 
wanting. Balancing relative hardships, 
Congress has preferred to place it upon 
those who have at least the opportunity 
of informing themselves of the exist- 
ence of conditions imposed for the 
protection of consumers before sharing 
in illicit commerce, rather than to throw 
the hazard on the innocent public who 
are wholly helpless.’ 


“United States v. Kaadt, 171 F. 2d 600 
(C. A. 7). 


“Defendants now argue that because 
the offenses here charged to the de- 
fendant Hohensee are felonies, the 
present case is distinguishable from those 
cited above, which involved misde- 
meanors. This is not a valid distinction 
for in a number of cases the Supreme 
Court has held that other factors deter- 
mine whether intent is an element of 
the offense. Thus, in Morisette v. United 
States, 342 U. S. 246, which contains 
an extensive discussion and analysis of 
intent in both ‘common law’ crimes 
and offenses which were unknown under 
the common law, the Court stated at 
page 259: 
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“Tt was not until recently that the 
Court took occasion more explicitly 
to relate abandonment of the ingredi- 
ent of intent, not merely with consid- 
erations of expediency in obtaining 
convictions, nor with the malum pro- 
hibitum classification of the crime, but 
with the peculiar nature and quality ¢ 
the offense. We referred to “ 
now familiar type of legislation A Keka 
by penalties serve as effective means of 
regulation,” and continued, “such legis- 
lation dispenses with the conventional 
requirement for criminal conduct— 
awareness of some wrongdoing. In 
the interest of the larger good it puts 
the burden of acting at hazard upon 
a person otherwise innocent but stand- 
ing in responsible relation to a public 
danger.” But we warned: “Hardship 
there doubtless may be under a statute 
which thus penalizes the transaction 
though consciousness of wrongdoing 
be totally wanting.” United States v. 
Dotterweich, 320 U. S. 277, 280-281, 284. 
(Italics added).’ 


“In other cases, including United States 


v. Balint, 258 U. S. 250, the United States 
v. Behrman, 258 U. S. 280, convictions of 
felonies were upheld even though no 
criminal intent was alleged or proved. 


“Defendants next argue that they 
were deprived of a fair trial by Govern- 
ment counsel’s summation, principally 
with reference to statements that the 
defendant Hohensee ‘schemed’ to vio- 
late the law. They further argue that 
there was no evidence to support such 
statements. 


“This contention is not borne out by 
the record, which shows almost with- 
out contradiction that Hohensee rep- 
resented his products for a variety of 
serious diseases and conditions in his 
lectures and booklets and that the label- 
ing of the products did not say any- 
thing about these diseases and condi- 
tions. In referring to this method of 
merchandising as a ‘scheme’ to avoid 
the law, counsel was only paraphrasing 
the language of United States v. Alberty 
Food Products, 194 F. 2d 463 (C. A. 9, 
1952) where the court stated with 
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respect to the requirement that the 
labeling of a drug should state the 
purposes and conditions for which it 
was intended: 


“ “Adequate labeling is best suited to 
obtaining the beneficent purposes con- 
templated by the Act, viz: broad protec- 
tion of the consumer from adulterated 
or misbranded drugs, etc., and as a 
practical matter places no burden on those 
motivated by an honest belief that the 
claims made for the drug will be accom- 
plished by its use. (Italics added).’ 


“Other evidence shows that Hohensee 
was indeed attempting to avoid the 
provisions of the law. Mrs. Barnes 
testified that Hohensee took the in- 
voice and shipping records for his 
products from her because the Food 
and Drug Administration could not 
maintain any action against him with- 
out records of interstate shipment. 


“It is also apparent from the record 
that Hohensee was being less than 
candid when he would state in one 
breath that he did not diagnose or 
prescribe for disease, and then in the 
very next proceed to diagnose a serious 
disease and recommend one of his ‘diets’ 
for its treatment. The testimony of 
Mr. Kimlel and Miss Stroessner is 
full of instances of this type of evasive 
conduct, and defendants’ evidence, in 
particular the testimony of Mrs. Ander- 
son, corroborates that of the Government. 


“These facts in themselves form a 
sufficient basis from which it could be 
inferred that the defendant Hohensee 
knew that he was violating the law 
and that he was taking whatever steps 
he could to forestall prosecution. Argu- 
ment based upon the evidence and 
inferences from the evidence is always 
proper. Eastman v. United States, 153 
F. 2d 80 (C. A. 8, 1946), cert. den. 328 
U. S. 852. 


“However, even if tuere was no evi- 
dence in the record to support the 
statement with respect to Hohensee’s 
purpose to violate the law, the Court 
on two occasions, first in its general 
charge, and again when defendants first 
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objected to Mr. Teller’s remarks, in- 
structed the jury to disregard all com- 
ments of counsel and to decide the case 
on the evidence. Czarnecki v. United 
States, 95 F. 2d 32 (C. A. 3, 1938); 
Chadwick v. United States, 117 F. 2d 902 
(C. A. 5, 1951) cert. den. 313 U. S. 585. 
It is only rarely that the court should 
interrupt argument of counsel in the 
absence of objection, and, as pointed 
out above, the record provides ample 
basis for the arguments. 


“Defendants’ next argument is that 
the jury failed to consider all of the 
evidence, and was unduly influenced 
by allegedly improper argument of 
Government counsel. They also request 
the Court to grant permission to take 
testimony of jurors for the purpose of 
determining what effect these allegedly 
erroneous statements may have had 
upon them. 


“Mattox v. United States, 146 U. S. 
140, is cited by defendants for the 
proposition that jurors may be interro- 
gated for the purpose of determining 
when an improper influence has been 
exerted on them. Actually the case 
holds that the jury may be questioned 
as to whether they saw a newspaper 
account published while they were 
deliberating, but the case specifically 
denies counsel the right to question 
jurors as to the effect which the news- 
paper account had on their minds. 


“The rule in the Mattox case was 
recently and forcefully stated by Chief 
Judge Gourley of the Western District 
of Pennsylvania in United States v. 
Nystrom, 116 F. Supp. 771, 777 (1953): 


“‘T am compelled to unequivocally 
disapprove the practice of interviewing 
a juror after a trial as to his state of 
mind during the trial. United States 
ex rel. Daverse v. Hohn, 3 Cir., 198 F. 
2d 934.’ 

“The remaining reasons assigned by 
defendants in support of their motions 
are entirely without merit and require 
no discussion. 

“It is the conclusion of this Court 
that the record shows no error in the 
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trial that was prejudicial to the de- 
fendants. The verdicts were not con- 
trary to the law. Defendants received 
a fair trial and the verdicts were sup- 
ported by substantial evidence. De- 
fendants’ motion in arrest of judgment 
will be denied. Defendants have failed 
to advance any valid reason why a new 
trial should be granted and defendants’ 
motion for a new trial will be denied. 


“An appropriate order will be filed 
herewith.” 

Dispensing Drugs Without Prescrip- 
tion.—Judgment of guilty was affirmed 
by the United States Court of Appeals 
for the Seventh Circuit in U. S. v. 2600 
State Drugs, Inc. et al., on July 11, 1956, 
on an appeal from the United States 
District Court for the Northern Dis- 
trict of Illinois, Eastern Division. A 
drug corporation and three of its em- 
ployees were charged with dispensing 
drugs without the prescription of a 
physician. The case follows, in full 
text: 


“Swarm, Circuit Judge: The defend- 
ant, 2600 State Drugs, Inc., and the 
individual defendants, Edward Kravetz, 
Melburn Holtzman and Raymond 
Holtzman, all of whom were either 
officers or employees of the defendant 
drug corporation, were charged in a 
criminal information with having sold, 
without a prescription, certain drugs 
in violation of the Federal Food, Drug 
and Cosmetic Act, 21 U. S. C. A. Sec- 
tion 301, et seq. In a trial before the 
District Court all of the defendants 
were found guilty of violating the Act. 


“The principal question presented by 
this appeal is whether or not those sec- 
tions of the Federal Food and Drug 
Act which prohibit the sale of danger- 
ous drugs without a prescription are 
sufficiently definite to give reasonable 
notice to persons bound by the pro- 
scriptions of the Act and subject to 
its penalties. 


“The applicable parts of Section 331 
of 21 U.S. C. A. provide: 


“* Prohibited acts 
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“*The following acts and the causing 
thereof are hereby prohibited: 
* * * 


“*(b) The adulteration or misbrand- 
ing of any * * * drug * * * in 
interstate commerce. 

7 * - 


“*(k) The adulteration, mutilation, 
destruction, obliteration, or removal of 
the whole or any part of the labeling 
of, or the doing of any other act with 
respect to, a food, drug, device, or cos- 
metic, if such act is done while such 
article is held for sale (whether or not 
the first sale) after shipment in inter- 
state commerce and results in such arti- 
cle being adulterated or misbranded.’ 
(Our emphasis. ) 


“Section 353 of 21 U. S. C. A., con- 
cerning prescriptions by physicians, 
prescription requirements and the mis- 
branding of drugs, provides: 


“*(b)(1) A drug intended for use by 
man which— 

* * * 

“*(B) because of its toxicity or other 
potentiality for harmful effect, or the 
method of its use, or the collateral 
measures necessary to its use, is not 
safe for use except under the super- 
vision of a practitioner licensed by law 
to administer such drug; or 


“*(C) is limited by an effective appli- 
cation under section 355 of this title 
to use under the professional supervi- 
sion of a practitioner licensed by law 
to administer such drug, 


“‘shall be dispensed only (i) upon 
a written prescription of a practitioner 
licensed by law to administer such 
drug * * *. The act of dispensing 
a drug contrary to the provisions of 
this paragraph shall be deemed to be 
an act which results in the drug being 
misbranded while held for sale. 

* . ” 

“"(4) A drug which is subject to 
paragraph (1) of this subsection shall 
be deemed to be misbranded if at any 
time prior to dispensing its label fails 
to bear the statement “Caution: Fed- 
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eral law prohibits dispensing without 
prescription.” * * * 


“Section 355 of 21 U. S. C. A., con- 
cerning new drugs and the necessity 
of effective application, provides: 


“*(a) No person shall introduce or 
deliver for introduction into interstate 
commerce any new drug, unless an 
application filed pursuant to subsec- 
tion (b) is effective with respect to 
such drug. 


“*(b) Any person may file with the 
Secretary [of Health, Education and 
Welfare] an application with respect to 
any drug subject to the provisions of 
subsection (a). Such person shall sub- 
mit to the Secretary as a part of the 
application (1) full reports of investi- 
gations which have been made to show 
whether or not such drug is safe for 
use; * * * and (6) specimens of the 
labeling proposed to be used for such 
drug.’ 


“At the beginning of the trial of this 
case the parties stipulated that the 
drugs which the defendants were ac- 
cused of dispensing without a prescrip- 
tion were drugs within the meaning 
of 21 U. S. C. A. Section 353(b)(1)(B), 
as amended, and which prior to Janu- 
ary 16, 1954, were shipped in interstate 
commerce into the State of Illinois and 
were held in the manufacturer’s origi- 
nal labeled bottle, the label upon which 
included the statement, ‘Caution: Fed- 
eral Law Prohibits Dispensing With- 
out Prescription.’ 


“In this case the evidence in the 
record furnished a sufficient basis for 
the finding of the trial court that the 
drugs in question could be safely used 
only under the direction and supervision 
of a physician and that the defendants 
dispensed said drugs without prescrip- 
tions, as charged in the information. 


“Although admitting that the drugs 
here in question had been shipped in 
interstate commerce, that the container 
carried a label stating that federal law 
prohibited the sale of the drugs with- 
out a prescription, and that there was 
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sufficient evidence to support the trial 
court’s finding that the defendants had 
made sales of such drugs without pre- 
scriptions, the defendants insist that 
the language of the statute is so vague, 
uncertain and indefinite as to fall short 
of the constitutional requirements of 
due process of law. On this point the 
defendants contend that the statute 
here in question is so vague and in- 
definite ‘that men of common intelli- 
gence must necessarily guess at its 
meaning and differ as to its application’, 
and that, therefore, the statute is too 
vague, indefinite and ambiguous to con- 
stitute a legal basis for a criminal 
charge. We think the provisions of 
this Act are sufficiently definite to 
support a criminal charge for the vio- 
lation of the Act. 


“In Boyce Motor Lines v. United 
States, 342 U. S. 337, the Court was 
considering the validity of a regulation 
promulgated by the Interstate Com- 
merce Commission which provided that 
drivers of motor vehicles transporting 
certain explosives and poisonous gases 
should ‘avoid, so far as practicable, 
and where feasible, by prearrangement 
of routes, driving into or through con- 
gested thoroughfares, places where 
crowds are assembled, street car tracks, 
tunnels, viaducts, and dangerous cross- 
ings’. In its opinion in that case the 
Court said (page 340): 


“*A criminal statute must be suffi- 
ciently definite to give notice of the 
required conduct to one who would 
avoid its penalties, and to guide the 
judge in its application and the lawyer 
in defending one charged with its vio- 
lation. But few words possess the 
precision of mathematical symbols, 
most statutes must deal with untold 
and unforeseen variations in factual 
situations, and the practical necessities 
of discharging the business of govern- 
ment inevitably limit the specificity 
with which legislators can spell out 
prohibitions. Consequently, no more 
than a reasonable degree of certainty 
can be demanded. Nor is it unfair to 
require that one who deliberately goes 
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perilously close to an area of proscribed 
conduct shall take the risk that he may 
cross the line.’ 


“In Sproles v. Binford, 286 U. S. 374, 
the Court was considering a Texas 
statute which prohibited the carriage 
of overweight and oversize loads by 
commercial carriers but which per- 
mitted the granting by the State High- 
way Department of permits, for ninety 
days, for the carrying of such loads 
‘as cannot be reasonably dismantled’. 
The statute provided further that these 
loads were to be carried ‘by the short- 
est practicable route’. The Court there 
held (page 393) that the phrase, ‘short- 
est practicable route’, was not an ex- 
pression too vague to be understood. 
The Court explained: 


“ae 


The requirement of reasonable cer- 
tainty does not preclude the use of 
ordinary terms to express ideas which 
find adequate interpretation in common 
usage and understanding. [Citing au- 
thorities.| The use of common ex- 
perience as a glossary is necessary to 
meet the practical demands of legisla- 
tion. In this instance, to insist upon 
carriage by the shortest possible route, 
without taking the practicability of the 
route into consideration, would be but 
an arbitrary requirement, and the ex- 
pression of that which otherwise would 
necessarily be implied, in order to make 
the provision workable, does not de- 
286 U. S. at page 393. 


“Another factor which we must con- 
sider in the instant case is the fact 
that the provisions of the sections of 
the Act here under consideration were 
to bind pharmacists and to subject them 
to penalties in case of violations. 


stroy it.’ 


“To ship these drugs in interstate 
commerce it was necessary for the 
manufacturer to qualify them pursuant 
to the requirements of Section 355 of 
the Act. The drugs were qualified for 
interstate shipment on the condition 
that the container in which they were 
shipped bear a label which read, 
‘Caution: Federal law prohibits dis- 
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pensing without prescription.’ Sec- 
tion 331(k) of the Act prohibited the 
removal of this label. The evidence 
here showed that when the sales of 
these drugs were made the label on 
the container was intact. It would 
seem clear that any pharmacist who 
sold these drugs without a prescription 
would necessarily know that he was 
violating the Food and Drug Act but 
that in order to make such sales the 
defendants were willing to defy the 
prohibitions of the Act. 


“The defendants also insist that that 
part of Section 353(b)(1)(C) of the 
Act which provides that ‘The act of 
dispensing a drug contrary to the pro- 
visions of this paragraph [without the 
prescription of a physician] shall be 
deemed to be an act which results in 
the drug being misbranded while held 
for sale’, goes beyond the purpose of 
the Food and Drug Act, the sole pur- 
pose of which is to inform and so 
protect the ultimate consumer that he 
may be guarded against misrepresenta- 
tion. The defendants say that the arbi- 
trary extension of the meaning of the 
word ‘misbranded’ constitutes an un- 
reasonable exercise of the commerce 
powers of Congress and violates the 
Fifth and Tenth Amendments of the 
Constitution of the United States. This 
contention we think is answered in 
United States v. Carlisle (No. 15898), 
5 Cir., — F. 2d —, which was decided 
May 31, 1956. The court in the Carlisle 
case pointed out that the Act sets out 
the only way the drugs there in ques- 
tion could be dispensed and then goes 
on to say that the act of dispensing 
the drugs contrary to the provisions of 
the Act shall be deemed to be an act 
which results in the drug being mis- 
branded. The court there said (page 6 
of the slip opinion): 

“*This established, by law in this 
section, there is required only resort 
to 21 U. S. C. 331(k), which denounces 
the offense of misbranding, and to 
Sec. 333, which fixes the penalty for 
that offense.’ 


“The court concluded: 
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“‘* * * that the sections taken to- 


gether have provided as clearly as 
though it had all been written out in 
the same section, that one dispensing 
drugs of the kind dealt with here, con- 
trary to the provisions of Sec. 353(b)(1) 
shall be guilty of, and subject to the 
punishment provided by law for, an 
act of misbranding’. 


“The court there held 7 of 


the slip opinion): 


(page 
“‘* * * that the use of the word 
“deemed” in the act creates an irrebut- 
table presumption, a rule of substantive 
law, and that the doing of the prohibited 
act, dispensing the drugs * * * with- 
out the authorization of the prescriber, 
makes refilling misbranding and sub- 
jects the dispenser to the penalties 
provided for misbranding.’ 


“The defendants also insist that the 
sales of these drugs without prescrip- 
tions constituted purely intrastate trans- 
actions, that these drugs did not remain 
a part of the stream of interstate com- 
merce, and that the sales of the drugs 
at retail did not affect interstate com- 
merce directly or indirectly. In sup- 
port of this contention the defendants 
cite Schechter Corp. v. United States, 
295 U. S. 495, 544. But we think this 
contention is answered in United States 
v. Sullivan, 332 U. S. 689. In the 
latter case the defendant Sullivan, a 
retail druggist in Columbus, Georgia, 
purchased from a wholesale druggist in 
Atlanta, Georgia, a bottle of sulfathiazole 
tablets which had been shipped in in- 
terstate commerce from Chicago, IIli- 
nois. The label on the bottle which the 
defendant received gave adequate direc- 
tions for the use of the tablets and ade- 
quate warning to protect the ultimate 
consumer from dangers incident to 
their use. The defendant removed 
some of the tablets from the original 
labeled bottle and placed them in a 
pill box labeled with the name of the 
drug but without adequate directions 
for use or warnings of danger. The 
Court there, after pointing out that the 
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defendant had bought the drugs over 
six months after the interstate com- 
merce shipment to the purchaser in 
Atlanta had been completed, said (pages 
696 and 697): 


“*But the language used by Congress 
broadly and unqualifiedly prohibits mis- 
branding articles held for sale after 
shipment in interstate commerce, with- 
out regard to how long after the ship- 
ment the misbranding occurred, how 
many intrastate sales had intervened, 
or who had received the articles at the 
end of the interstate shipment. Accord- 
ingly we find that the conduct of the 
respondent falls within the literal lan- 
guage of §301(k) [§331(k) of the 
present Act]. 


“® * * The words of paragraph (k) 
“while such article is held for sale after 
shipment in interstate commerce” ap- 
parently were designed to fill this gap 
[left by paragraphs (a), (b) and (c)] 
and to extend the Act’s coverage to 
every article that had gone through 
interstate commerce until it finally 
reached the ultimate consumer.’ 


“In the Sullivan case the Court re- 
jected the contention that its holding 
permitted Congress to invade the 
powers reserved by the Constitution 
to the states, pointing out that it had 
held in McDermott v. Wisconsin, 228 
U. S. 115, that the authority of Con- 
gress to make such requirements was 
a proper exercise of its powers under 
the commerce clause. 


“We think that the principles an- 
nounced by the Court in the Sul/iwan 
and McDermott cases require us to hold 
here that Congress properly exercised 
its powers under the commerce clause 
by providing that drugs which have 
been transported in interstate com- 
merce and which are dangerous to 
human beings unless their use is pre- 
scribed by a physician should not be 
dispensed except on the prescription 
of a physician. 


“The judgment of the District Court 
is AFFIRMED.” 
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